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Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 

EDUCATION,  AND  WELFARE 

SUBCHAPTER  A— GENERAL 

pART  1 — REGU LATIONS  FOR  THE  EN¬ 
FORCEMENT  OF  THE  FEDERAL  FOOD, 

DRUG,  AND  COSMETIC  ACT  AND  THE 

FAIR  PACKAGING  AND  LABELING  ACT 

Food  Label  Information  Panel 

In  the  Federal  Register  of  January  19, 
1973  (38  FR  2124),  the  Commissioner  of 
Food  and  Drugs  promulgated  a  new 
§  1.8d,  establishing  a  food  label  informa¬ 
tion  panel  for  all  mandatory  label  infor¬ 
mation.  Additional  comments  were  re¬ 
quested  within  30  days.  Comments  were 
received  from  consumers,  industry  rep¬ 
resentatives,  trade  associations,  and 
other  interested  persons. 

1.  A  number  of  comments  objected  to 
the  inclusion  of  certain  mandatory  in¬ 
formation  under  S  l-8d  either  on  the 
information  panel  or  the  principal  dis¬ 
play  panel,  or  objected  to  the  require¬ 
ment  that  the  information  panel  appear 
Immediately  to  the  right  of  the  principal 
display  panel.  The  Commissioner,  having 
considered  and  discussed  these  issues 
fully  in  the  preamble  to  the  regulation 
as  published  on  January  19,  1973,  is  of 
the  opinion  that  the  requirement  for 
placement  of  mandatory  label  informa¬ 
tion  on  one  of  these  panels  is  am  entirely 
reasonable  application  of  the  provisions 
of  the  statute.  Accordingly,  no  change 
hais  been  made  in  these  provisions. 

2.  All  trade  associations  and  several 
Industry  representatives  objected  to  the 
minimum  type  size  of  one-sixteenth  inch 
for  all  packages.  The  Commissioner,  hav¬ 
ing  considered  and  discussed  this  issue 
in  the  preamble  to  the  regulation  as  pub- 
ished  on  January  19,  1973,  believes  that 
in  the  absence  of  a  specific  showing  or 
justification  of  the  need  for  a  smaller 
type  size,  a  minimum  type  size  of  one- 
sixteenth  inch  is  a  very  reasonable  ap¬ 
plication  of  the  requirements  of  the  law. 

The  Commissioner  again  wishes  to 
emphasize  that  he  recognizes  that  type 
size  is  only  one  of  the  elements  which 
determines  conspicuousness.  The  regula¬ 
tion  specifically  provides  that  any  inter¬ 
ested  person  may  petition  for  a  smaller 
type  size  or  an  alternative  means  of  dis¬ 
seminating  mandatory  label  information 
to  the  consumer,  based  on  a  showing  of 
impracticability  or  economic  hardship. 

3.  Several  firms  requested  that  the  ef¬ 
fective  date  of  this  regulation  be  ex¬ 
tended.  It  was  pointed  out  that  many 
labels  would  not  be  required  to  be 
changed  by  any  of  the  other  new  labeling 
regulations  being  promulgated  by  the 
Commissioner,  and  that  such  labels 
should  be  permitted  to  remain  unchanged 
until  they  are  changed  for  other  reasons. 
The  cost  of  a  label  plate  change  ranges 
from  $200  to  $1,000  wholly  apart  from  the 
additional  expense  in  company  time  and 
disposition  of  unused  old  labels. 

The  Commissioner  recognizes  the  cur¬ 
rent  widespread  public  concern  about  in¬ 
crease  in  food  prices.  Also,  there  un¬ 


doubtedly  will  be  difficulties  simply  In 
achieving  the  labeling  changes  required 
under  other  regulations  being  promul¬ 
gated,  e.g.,  SS  1.12  and  1.17  In  the  Fed¬ 
eral  Register  of  January  19,  1973  (38 
FR  2139  and  2125).  Accordingly,  the 
Commissioner  has  concluded  that  this 
comment  is  reasonable,  and  the  effective 
date  of  the  regulation  is  changed  to  pro¬ 
vide  that  S  1.8d  will  be  effective  in  ac¬ 
cordance  with  the  uniform  effective  date 
unless  the  labeling  is  otherwise  not 
changed  during  that  interim  period,  in 
which  case  it  need  not  comply  with  new 
§  1.8d  until  a  label  change  is  made.  A 
final  cutoff  date  of  December  31,  1975,  is 
also  established. 

4.  Comments  were  submitted  question¬ 
ing  the  legality  of  the  final  order.  This 
matter  was  fully  discussed  in  the  pream¬ 
ble  to  the  regulation  as  published  on  Jan¬ 
uary  19,  1973.  See  Federal  Power  Com¬ 
mission  v.  Texaco,  377  U.S.  33  (1964); 
United  States  v.  Storer  Broadcasting  Co., 
351  U.S.  192  (1956) ;  Securities  Exchange 
Commission  v.  Chenery,  332  U.S.  194 
(1946) ;  Abbott  Laboratories  v.  Gardner, 
387  U.S.  136  (1967) ;  Ciba  Geigy  v.  Rich¬ 
ardson,  446  F.  2d  466  (2d  Cir.  1971 ) . 

5.  It  has  been  pointed  out  that  the  def¬ 
inition  of  the  "information  panel”  is  im¬ 
precise  in  that  it  might  be  interpreted  to 
extend  completely  around  a  cylindrical 
container  and  might  include  the  entire 
back  side  of  a  large  flat  package.  The 
Commissioner  agrees  that  clarification  is 
appropriate  and,  accordingly,  language 
has  been  added  to  state  that  the  informa¬ 
tion  panel  is  immediately  contiguous  to 
the  principal  display  panel  and  that  all 
mandatory  information  must  appear  in 
one  area  of  space  without  other  interven¬ 
ing  material.  This  will  preclude  inter¬ 
spersing  nonmandatory  information.  On 
the  other  hand,  this  will  not  preclude  use 
of  nonmandatory  information  in  other 
places  on  the  information  panel  as  long 
as  it  does  not  interfere  and  is  not  com¬ 
mingled  with  the  mandatory  information. 

6.  It  was  suggested  that  exemptions 
should  be  granted  by  letter  rather  than 
by  Federal  Register  notice.  The  Com¬ 
missioner  concludes  that  it  would  be  in¬ 
appropriate  to  grant  exemptions  under 
§  1.8d(f)  by  letter,  for  two  reasons.  First, 
the  public  has  a  right  to  know  what 
permanent  exemptions  are  granted  and 
the  reasons  therefor.  Second,  all  manu¬ 
facturers  and  distributors  of  foods 
similarly  situated  should  be  advised  of 
any  exemptions  granted  in  order  that 
they  may  understand  the  legal  require¬ 
ments  applicable  to  them.  Accordingly, 
no  change  is  made  in  this  provision. 

7.  Representatives  of  margarine  man¬ 
ufacturers  commented  that  because  the 
statement  of  ingredients  is  required  to 
appear  on  the  principal  display  panel  of 
margarine,  their  product  would  be  re¬ 
quired  to  bear  all  mandatory  label  infor¬ 
mation  on  the  principal  display  panel. 
The  Commissioner  concludes  that,  where 
a  food  is  required  to  bear  the  statement 
of  ingredients  on  the  principal  display 
panel,  if  the  manufacturer  or  distributor 
wishes  to  place  other  mandatory  infor¬ 
mation  on  an  Information  panel  he 


should  be  permitted  to  do  so.  The  regula¬ 
tion  has  been  changed  to  reflect  this 
conclusion. 

8.  Comments  pointed  out  that  a  food 
which,  by  reason  of  fortification,  is  also 
subject  to  Part  80  would  be  required  to 
bear  the  nutrition  information  specified 
In  Part  80  on  the  principal  display  panel 
and  would  not  be  permitted  to  include  it 
on  the  information  panel.  The  Commis¬ 
sioner  intended  that  this  form  of  labeling 
apply  to  such  products.  A  food  repre¬ 
sented  as  a  dietary  supplement  should 
bear,  on  the  principal  display  panel,  the 
same  information  that  is  required  for 
other  dietary  supplements  (except  that 
the  nutrients  will  be  shown  in  the  incre¬ 
ments  established  in  3 1.17).  Except 
where  there  is  insufficient  space,  the 
other  mandatory  label  information 
should  also  appear  on  the  principal  dis¬ 
play  panel,  just  as  it  does  for  all  dietary 
supplements.  A  food  Is  not  required  to 
be  formulated  and  represented  as  a  die¬ 
tary  supplement,  and  If  the  manufac¬ 
turer  or  distributor  chooses  to  do  so  the 
same  requirements  should  apply  as  for 
all  dietary  supplements. 

9.  In  response  to  other  concerns  and 
questions  raised  In  the  comments,  the 
Commissioner  advises  that: 

a.  If  the  manufacturer  elects  to  place 
all  the  mandatory  label  information  on 
the  principal  display  panel,  the  panel 
immediately  to  the  right  of  the  principal 
display  panel  may  be  used  to  provide 
any  other  information  that  is  not  false 
or  misleading. 

b.  When  the  panel  to  the  right  of  the 
display  panel  is  too  small  to  accommo¬ 
date  the  mandatory  label  information, 
the  panel  immediately  to  the  right  of 
this  part  of  the  label  may  be  used. 

c.  Part  of  the  mandatory  label  infor¬ 
mation  may  be  placed  on  the  principal 
display  panel  and  part  on  the  informa¬ 
tion  panel  if  there  is  insufficient  space  for 
all  the  information  on  one  panel,  pro¬ 
vided  that  the  information  required  by 
any  given  section  of  the  regulations  shall 
appear  on  the  same  panel.  However,  in 
determining  whether  sufficient  space 
exists,  all  nonmandatory  information 
must  be  excluded  from  consideration. 

Accordingly,  having  considered  the  ad¬ 
ditional  comments  received  and  other 
relevant  information,  the  Commissioner 
concludes  that  new  §  1.8d,  as  promul¬ 
gated  in  the  Federal  Register  of  Janu¬ 
ary  19,  1973  (38  FR  2124),  should  be  re¬ 
promulgated  to  reflect  the  technical 
modifications  discussed  above. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201,  403,  701(a),  52  Stat.  1040- 
1042  as  amended,  1047-1048  as  amended, 
1055;  21  U.S.C.  321,  343,  371(a)),  and 
under  authority  delegated  to  him  (21 
CFR  2.120),  the  Commissioner  amends 
5  1.8d  as  promulgated  on  January  19, 
1973  (38  FR  2124),  to  read  as  follows: 

§  1.8d  Food  labeling;  information  panel. 

(a)  The  term  "information  panel”  as 
It  applies  to  packaged  food  means  that 
part  of  the  label  immediately  contiguous 
and  to  the  right  of  the  principal  display 
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panel  as  observed  by  an  individual  fac¬ 
ing  the  principal  display  panel  with  the 
following  exceptions: 

(1)  If  the  part  of  the  label  immedi¬ 
ately  contiguous  and  to  the  right  of  the 
principal  display  panel  is  too  small  to 
accommodate  the  necessary  information 
or  is  otherwise  unusable  label  space,  e.g., 
folded  flaps  or  can  ends,  the  panel  im¬ 
mediately  contiguous  and  to  the  right 
of  this  part  of  the  label  may  be  used. 

( 2 )  If  the  package  has  one  or  more 
alternate  principal  display  panels,  the 
information  panel  is  immediately  con¬ 
tiguous  and  to  the  right  of  any  principal 
display  panel. 

(3)  If  the  top  of  the  container  is  the 
principal  display  panel  and  the  package 
has  no  alternate  principal  display  panel, 
the  information  panel  is  any  panel  ad¬ 
jacent  to  the  principal  display  panel. 

(b)  All  information  required  to  appear 
on  the  label  of  any  package  of  food  pur¬ 
suant  to  §§  1.8a.  1.8c,  1.10.  1.17,  1.18,  and 
Parts  80  and  125  of  this  chapter  shall 
appear  either  on  the  principal  display 
panel  or  on  the  information  panel  unless 
otherwise  specified  by  regulations  in  this 
chapter. 

(c)  All  information  appearing  on  the 
principal  display  panel  or  the  informa¬ 
tion  panel  pursuant  to  this  section  shall 
appear  prominently  and  conspicuously, 
but  in  no  case  may  the  letters  and/or 
numbers  be  less  than  Victh  inch  in 
height  unless  an  exemption  pursuant  to 
paragraph  (f)  of  this  section  is  estab¬ 
lished.  The  requirements  for  conspicu¬ 
ousness  and  legibility  shall  include  the 
specifications  of  §§  1.8b(h)  (1)  and  (2) 
and  1.9. 

(d)  All  information  required  to  ap¬ 
pear  on  the  principal  display  panel  or  on 
the  information  panel  pursuant  to  this 
section  shall  appear  on  the  same  panel 
unless  there  is  insufficient  space.  In  de¬ 
termining  the  sufficiency  of  the  avail¬ 
able  space,  any  vignettes,  design,  and 
other  nonmandatory  label  information 
shall  not  be  considered.  If  there  is  in¬ 
sufficient  space  for  all  of  this  information 
to  appear  on  a  single  panel,  it  may  be 
divided  between  these  two  panels  except 
that  the  information  required  pursuant 
to  any  given  section  or  part  shall  all 
appear  on  the  same  panel.  A  food  whose 
label  is  required  to  bear  the  ingredient 
statement  on  the  principal  display  panel 
may  bear  all  other  information  specified 
in  paragraph  (b)  of  this  section  on  the 
information  panel. 

(e)  All  information  appearing  on  the 
Information  panel  pursuant  to  this  sec¬ 
tion  shall  appear  in  one  place  without 
other  intervening  material. 

(f)  If  the  label  of  any  package  of 
food  is  too  small  to  accommodate  all  of 
the  information  required  by  §§  1.8a,  1.8c, 
1.10,  1.17,  1.18,  and  Parts  80  and  125, 
the  Commissioner  may  establish  by  reg¬ 
ulation  an  acceptable  alternative  method 
of  disseminating  such  information  to  the 
public,  e.g.,  a  type  size  smaller  than  one- 
sixteenth  inch  in  height,  or  labeling  at¬ 
tached  to  or  inserted  in  the  package  or 
available  at  the  point  of  purchase.  A 
petition  requesting  such  a  regulation,  as 
an  amendment  to  this  paragraph,  shall 


be  submitted  to  the  hearing  clerk  in  the 
form  established  in  5  2  65  of  this  chapter. 

Effective  date.  All  labeling  ordered 
after  December  31,  1973.  and  all  label¬ 
ing  used  for  products  shipped  in  inter¬ 
state  commerce  after  December  31,  1974, 
shall  comply  with  this  regulation:  ex¬ 
cept  that  if  labeling  is  otherwise  not 
changed  in  any  respect  subsequent 
March  14,  1973,  all  such  labeling  used 
for  products  shipped  in  interstate  com¬ 
merce  after  December  31,  1975,  shall 
comply  with  this  regulation. 

(Secs.  201,  403,  701(a),  52  Stat.  1040-1042  as 
amended,  1047-1048  as  amended,  1055;  21 
U.S.C.  321,343,  371(a)) 

Dated  :  March  7, 1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

[FR  Doc.73-4669  Filed  3-13-73,8:45  am] 


pART  1 — REGULATIONS  FOR  THE  EN¬ 
FORCEMENT  OF  THE  FEDERAL  FOOD. 

DRUG,  AND  COSMETIC  ACT  AND  THE 

FAIR  PACKAGING  AND  LABELING  ACT 

Nutrition  Labeling 

In  the  Federal  Register  of  January  19, 
1973  (38  FR  2125),  the  Commissioner  of 
Food  and  Drugs  promulgated  a  new  sec¬ 
tion  on  nutrition  labeling  under  Title  21, 
§  1.17  Food:  nutrition  labeling.  A  period 
of  30  days  was  provided  for  additional 
comments  suggesting  technical  changes 
or  corrections.  More  than  200  comments 
were  received  from  industry,  consumer, 
and  professional  groups,  trade  associa¬ 
tions,  and  individuals.  Each  of  the  sug¬ 
gested  modifications  and  request  for 
clarifications  has  been  reviewed,  and 
the  Commissioner’s  conclusions  are  as 
follow’s: 

1.  Requests  to  make  nutrition  labeling 
mandatory  were  again  received  from 
consumer  groups.  In  the  preamble  to  the 
regulation  as  published  on  January  19, 
1973,  the  Commissioner  stated  his  con¬ 
clusion  that  current  information  Is  in¬ 
sufficient  to  adopt  a  mandatory  nutrition 
labeling  regulation  at  this  time.  No  ad¬ 
ditional  information  has  been  brought  to 
the  attention  of  the  agency  to  alter  this 
decision 

2.  Consumer  comments  again  requested 
complete  ingredient  labeling  and  label¬ 
ing  of  the  percentage  of  ingredients.  The 
Commissioner  has  issued  a  separate  pol¬ 
icy  statement  on  labeling  of  all  ingredi¬ 
ents  in  standardized  foods  in  the  Federal 
Register  of  January  19,  1973  (38  FR 
2137),  and  is  publishing  in  this  issue  of 
the  Federal  Register  a  new  Part  102 
which  establishes  a  procedure  for  includ¬ 
ing  the  percentage  of  characterizing  in¬ 
gredients  as  part  of  the  common  or  usual 
name  of  a  food. 

3.  Comments  were  submitted  question¬ 
ing  the  legality  of  S  1.17.  This  matter  was 
fully  discussed  in  the  preamble  to  the 
regulation  as  published  on  January  19, 
1973.  See  “Federal  Power  Commission  v. 
Texaco,”  377  US.  33  (1964);  “United 
States  v.  Storer  Broadcasting  Co.,”  351 
U.S.  192  (1956);  “Securities  Exchange 
Commission  v.  Chenery,”  332  U.S.  194 
(1946);  “Abbott  Laboratories  v.  Gard¬ 


ner,”  387  U.S.  136  (1967);  “Ciba  Geigy 
v.  Richardson,”  446  F.  2d  466  (2d  Cir. 
1971). 

4.  Comments  were  received  which 
stated  that  the  Food  and  Drug  Adminis¬ 
tration  does  not  have  authority  to  regu¬ 
late  advertising  of  food  products.  The 
Commissioner  agrees  with  this  statement. 
Section  1.17  in  no  way  attempts  to  regu¬ 
late  claims  made  in  advertising.  If  a  nu¬ 
trition  claim  is  made  in  advertising,  how¬ 
ever,  §  1.17  provides  that  the  label  of  the 
product  must  comply  with  requirements 
of  that  section.  Once  nutrition  claims  are 
made  for  a  food,  the  consumer  w-ho  wants 
to  use  the  product  for  its  nutrient  con¬ 
tent  is  entitled  to  examine  a  label  which 
is  complete  enough  to  provide  informa¬ 
tion  at  the  time  of  purchase  and  use  upon 
which  an  intelligent  determination  may 
be  made  as  to  the  total  nutrient  content 
of  the  food. 

5.  A  number  of  comments  requested 
further  clarification  of  the  circum¬ 
stances  under  which  nutrition  labeling 
becomes  mandatory,  and  in  particular 
what  constitutes  a  “nutrition  claim.” 

The  Commissioner  has  adopted  no 
rigid  rule  in  determining  exactly  what 
type  of  claim  will  require  nutrition  label¬ 
ing.  In  general,  any  claim  designed  to 
state  or  give  the  impression  that  a  food 
is  a  good  source  of  nutrition  generally, 
or  of  a  particular  nutrient,  will  require 
compliance  with  §  1.17.  Thus,  mention 
of  any  nutrient  (i.e.,  vitamins,  minerals, 
protein,  calories,  carbohydrates,  fat,  fatty 
acids,  or  cholesterol),  or  any  claim  that 
the  food  is  nutritious,  will  fall  within 
§  1.17.  In  close  cases,  the  context  of  the 
claims  and  the  impression  intended  or 
produced  in  the  public  will  be  controlling. 
Since  a  manufacturer  or  distributor  can 
easily  avoid  nutrition  claims  if  he  chooses 
to  do  so,  close  cases  will  ordinarily  be 
decided  in  favor  of  requiring  compliance 
with  §1.17. 

6.  Questions  have  been  raised  as  to 
whether  a  food  may  be  labeled  in  com¬ 
pliance  with  §  1.17  rather  than  existing 
Part  125,  pending  the  uniform  effective 
date  and  implementation  of  the  changes 
in  Part  125  and  §  80.1  published  as  ten¬ 
tative  orders  on  January  19,  1973  (38 
FR  2143,  2152).  In  publishing  new  §  1.17, 
the  Commissioner  concluded  that  it  is 
in  the  public  interest  that  transition  to 
labeling  under  §  1.17  begin  immediately. 
Accordingly,  any  food  meeting  the  re¬ 
quirements  of  §  1.17  will  be  exempt  from 
existing  Part  125  to  the  extent  that  §  1.17 
and  the  tentative  order  for  new  Part  125 
so  provide,  effective  as  of  January  19, 
1973.  Similarly,  any  food  meeting  the 
requirements  of  the  tentative  orders  for 
new  Part  125  and  §  80.1  will  be  exempt 
from  existing  Part  125  to  the  extent  that 
existing  Part  125  is  changed,  effective  as 
of  the  same  date. 

7.  One  comment  requested  a  clear 
statement  that  nutrition  labeling  does 
not  apply  to  foods  designed  for  use  by 
animals  other  than  man.  Section  1.17 
applies  only  to  food  for  human  use,  as 
is  clearly  shown  by  its  provisions.  The 
Commissioner  concludes  that  it  is  un¬ 
necessary  explicitly  to  state  this  fact 
in  the  regulation  Itself. 
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8.  Questions  have  been  raised  whether 
an  industry-wide  trade  advertisement 
for  a  type  of  food  requires  nutrition 
labeling  for  all  members  of  the  sponsor¬ 
ing  group.  The  Commissioner  has  con¬ 
cluded  that,  while  nutrition  claims  in 
labeling  an  advertising  of  individual 
manufacturers  will  require  nutrition 
labeling  for  a  product,  manufacturers 
will  not  at  this  time  be  subject  to  nutri¬ 
tion  labeling  solely  because  of  advertis¬ 
ing  programs  of  trade  associations  or 
educational  organizations.  Thus,  a  nu¬ 
trition  claim  for  a  class  of  processed 
foods,  or  for  a  specific  commodity,  when 
made  by  a  trade  organization  or  educa¬ 
tional  group,  will  not  in  itself  require  any 
manufacturer  or  distributor  of  the  food 
mentioned  to  use  nutrition  labeling  if 
the  manufacturer  or  distributor  or  his 
brand  (s)  is  not  identified.  However,  if 
such  material  is  used  by  a  manufacturer 
or  distributor  to  promote  a  specific 
brand,  the  fact  that  the  material  was 
prepared  and  used  by  the  trade  or  ed¬ 
ucational  organization  for  general  infor¬ 
mation  programs  will  not  exempt  such 
brand  from  nutrition  labeling. 

9.  Several  comments  asked  that  resto¬ 
ration  of  nutrient  levels  not  be  consid¬ 
ered  an  addition  of  nutrients  that  would 
require  full  nutrition  labeling,  when  such 
restoration  provides  only  nutrient  levels 
contained  in  the  product  prior  to  process¬ 
ing.  The  Commissioner  has  given  this 
comment  very  careful  consideration,  and 
concludes  that  it  is  not  feasible  for  a 
number  of  reasons.  First,  there  are  ex¬ 
tremely  few  foods  for  which  nutrient 
restoration  occurs  only  up  to  levels  found 
in  the  product  prior  to  processing.  Any 
exemption  for  these  products  would 
therefore  be  so  limited  as  to  be  illusory, 
and  would  not  be  of  any  significant  as¬ 
sistance  to  those  companies  concerned 
with  the  problems  of  meeting  the  new 
nutrition  labeling  requirements.  Second, 
any  product  for  which  restoration  of  nu¬ 
trients  is  made  would  undoubtedly  refer 
to  that  fact  in  labeling  or  advertising, 
which  would  Independently  require  use 
of  nutrition  labeling.  Again,  the  result 
would  be  that  any  exemption  would,  for 
all  practical  purposes,  be  nonexistent. 
Third,  any  such  exemption,  if  it  did  re¬ 
sult  in  a  significant  number  of  foods 
with  restored  nutrients  without  nutri¬ 
tion  labeling,  would  deprive  consumers 
of  important  nutrition  information 
about  the  foods  they  consume.  In  this 
respect,  foods  with  restored  nutrients 
are  no  different  than  fortified  or  en¬ 
riched  foods.  Finally,  the  comments  sub¬ 
mitted  with  respect  to  this  issue  fail  to 
substantiate  any  particular  products  for 
which  this  requested  exemption  would 
be  appropriate.  If  in  fact  restoration  is 
found  to  present  a  special  problem  for 
any  particular  food,  the  Commissioner 
will  entertain  a  petition  directed  specifi¬ 
cally  to  that  problem  at  that  time. 

10.  Numerous  manufacturers  asked 
that  they  be  allowed  to  state  only  the 
caloric  content  on  products  which  con¬ 
tain  no  vitamins  or  minerals  and  50  cal¬ 
ories  or  less.  Others  asked  that  the  exact 
caloric  content  be  stated  when  the  total 
caloric  content  of  a  serving  is  less  than 


50  calories.  These  correspondents  pointed 
out  that  at  low  calorie  levels,  e.g.,  4  cal¬ 
ories  per  serving,  the  manufacturer 
would  be  required  to  label  the  product 
either  as  zero  or  as  10  calories,  both 
values  being  potentially  misleading  to 
the  consumer.  One  of  the  strong  con¬ 
sumer  positions  received  following  publi¬ 
cation  of  the  proposal  on  March  30,  1972, 
asked  for  a  clear  statement  of  the  vita¬ 
min  and  mineral  content  of  foods  which 
make  claims  for  low  calories,  and  for 
those  which  are  frequently  consumed 
between  meals  and  provide  calories  but 
offer  little  in  terms  of  other  nutrients. 
The  Commissioner  concludes  that  the 
provision  requiring  full  nutrition  label¬ 
ing  when  caloric  content  was  stated  is 
reasonable  and  should  be  retained. 

11.  Requests  were  received  from  con¬ 
sumers  and  consumer  groups  to  require 
full  nutrition  labeling  when  cholesterol 
content  is  stated.  Their  comments  sug¬ 
gested  that  foods  represented  as  useful  in 
modified  diets  because  of  their  choles¬ 
terol  content  should  be  identified  as  to 
their  complete  nutrition  value,  as  re¬ 
quired  when  fatty  acid  information  is 
stated  in  labeling,  because  consumers 
need  more  complete  nutrition  informa¬ 
tion  to  determine  how  a  food  can  fit  into 
their  diet. 

Comments  from  manufacturers  asked 
that  the  requirement  for  complete  nutri¬ 
tion  labeling  whenever  fatty  acid  infor¬ 
mation  is  present  be  deleted.  They  con¬ 
tended  that  the  fatty  acid  information 
alone,  or  with  caloric  information,  was 
all  that  was  wanted  or  needed  by  con¬ 
sumers. 

The  Commissioner  has  reviewed  this 
question,  and  concludes  that  the  original 
exemption  from  full  nutrition  labeling 
when  cholesterol  content  is  provided 
should  be  removed.  Many  of  the  foods  on 
which  either  or  both  fatty  acid  and 
cholesterol  information  will  be  stated 
make  important  contributions  of  several 
nutrients  to  the  diet,  and  the  consumer 
will  be  best  served  if  full  nutrition 
labeling  is  required.  The  requirement  for 
full  nutrition  labeling  when  fatty  acid 
information  is  given  is  retained. 

12.  Some  manufacturers  have  placed 
statements  on  the  labels  of  their  prod¬ 
ucts  offering  consumers  nutrition  in¬ 
formation  if  they  write  to  the  company. 
These  manufacturers  expressed  concern 
that  they  would  no  longer  be  able  to 
carry  out  such  information  programs  un¬ 
less  the  products  bear  full  nutrition 
labeling.  Trade  associations  pointed  out 
that,  unless  this  approach  were  per¬ 
mitted,  the  consumer  would  receive  less 
nutrition  information. 

The  purpose  of  nutrition  labeling  is 
to  provide  consumers  with  Information 
at  the  points  of  purchase  and  use  to  com¬ 
pare  products,  to  evaluate  nutritional 
claims  which  have  been  made  for  a  prod¬ 
uct,  and  to  prepare  a  nutritious  diet. 
Providing  information  Independent  of 
the  label  would  not  meet  these  objec¬ 
tives  at  the  point  of  purchase.  However, 
some  companies  may  not  wish  volun¬ 
tarily  to  adopt  nutrition  labels,  and 
others  may  be  concerned  about  placing 
nutrition  information  on  their  labels 


where  nutrient  values  may  be  changing 
or  too  uncertain  to  permit  label  declara¬ 
tion  in  advance.  Where  companies  have 
developed  what  they  feel  is  adequate  cur¬ 
rent  information,  but  would  prefer  to 
carry  out  additional  studies  to  support  a 
more  permanent  label  statement,  it 
would  seem  appropriate  to  permit  them 
to  offer  such  information  to  consumers 
by  a  uniform  label  statement.  This  has 
been  provided  for  in  the  regulation,  by 
permitting  a  manufacturer  to  state  "For 

nutrition  information  write  to _ 

_ ,”  without  requiring  full  nutrition 

labeling.  Any  information  provided  in 
response  to  the  label  statement  is  label¬ 
ing  that  is  subject  to  the  format  and 
compliance  requirements  for  nutrition 
labeling.  Any  product  with  an  added  nu¬ 
trient  or  for  which  any  other  nutrition 
claim  is  made  on  the  label  or  in  labeling 
or  advertising  may  not  use  this  approach 
to  avoid  nutrition  labeling. 

The  Commissioner  recognizes  that  this 
limited  exception  could  be  subject  to 
abuse.  The  agency  will  maintain  surveil¬ 
lance  over  this  matter  to  determine 
whether  it  should  be  retained.  If  such 
label  statements  become  a  substitute  for 
full  nutrition  labeling,  and  are  used  by 
companies  which  have  sufficient  label 
space  and  nutrition  data  to  utilize  full 
nutritional  labeling,  the  Commissioner 
will  promptly  revoke  this  exception. 

To  conform  with  this  change,  the  pro¬ 
vision  In  §  1.17(f)  relating  to  labeling 
statements  offering  additional  nutrition 
Information  upon  request  has  been 
deleted.  This  deletion  results  In  no 
change  in  substance.  A  food  that  is  sub¬ 
ject  to  §  1.17,  as  well  as  one  that  is  not 
subject  to  §  1.17,  may  include  an  offer  to 
supply  additional  nutrition  information 
on  request.  A  food  not  subject  to  5  1.17 
would  be  limited  to  furnishing  the  nutri¬ 
tion  information  specified  in  5  1.17,  but 
a  food  subject  to  8  1.17  could  furnish 
any  additional  truthful  nutrition  in¬ 
formation  it  might  choose. 

13.  A  request  was  made  that  food  be 
permitted  to  contain  50  percent  of  the 
U.S.  RDA,  and  that  a  dietary  supplement 
contain  more  than  50  percent.  The  Com¬ 
missioner  has  concluded,  however,  that 
any  product  with  nutrients  added  so 
that  it  contains  half  the  nutrient  level 
established  as  the  U.S.  RDA  is  properly 
regarded  as  a  dietary  supplement  rather 
than  as  a  food  (unless  such  fortification 
is  specifically  provided  for  in  a  standard 
of  identity,  nutrition  guideline,  or  other 
applicable  regulation).  Accordingly,  no 
change  has  been  made  in  this  provision 
in  §  1.17(a). 

14.  One  comment  reflected  concern 
that  §  1.17  may  prohibit  the  sale  of  all 
food  which  naturally  contains  50  percent 
or  more  of  the  U.S.  RDA  for  a  given 
vitamin  or  mineral  unless  the  food  con¬ 
forms  to  §  80.1  or  another  standard  of 
Identity.  Such  an  Interpretation  is  in¬ 
correct.  Those  products  in  which  the  nat¬ 
urally  occurring  level  of  a  nutrient 
equals  or  exceeds  50  percent  of  the  U.S. 
RDA,  and  those  foods  in  which  addition 
of  a  nutrient  (s)  is  permitted  or  required 
by  regulation,  e.g.,  a  standard  of  Identity 
or  nutritional  quality  guideline,  or  is 
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otherwise  exempted  by  the  Commis¬ 
sioner,  are  not  prohibited  and  need  not 
conform  to  the  requirements  of  §  80.1. 
Only  those  foods  in  which  a  nutrient  has 
been  added  so  that  it  equals  or  exceeds 
the  50  percent  of  the  U.S.  RDA  must 
conform  to  the  requirements  of  §  80.1, 
as  well  as  §  1.17.  This  matter  was  dis¬ 
cussed  fully  in  the  preamble  to  this 
regulation  as  published  on  January  19, 
1973,  and  in  the  discussion  of  the  pro¬ 
posed  findings  for  §  80.1  (38  FR  2152, 
2157),  also  published  on  January  19, 
1973. 

15.  Comments  were  received  from 
many  manufacturers  asking  that,  in  ad¬ 
dition  to  the  use  of  a  serving  as  a  basis 
for  nutrition  labeling  and  fatty  acid  and 
cholesterol  labeling,  the  designation  of 
a  “portion”  be  permitted.  The  term  “por¬ 
tion”  was  defined  in  several  ways:  The 
amount  reasonably  consumed  in  1  day; 
a  quantity  expressed  in  common  house¬ 
hold  terms  but  not  necessarily  related 
to  a  serving,  e.g.,  2  ounces  of  margarine, 
or  1  cup  of  flour;  or  the  complete  con¬ 
tainer  when  that  quantity  would  usually 
be  used  as  an  ingredient  in  the  prepara¬ 
tion  of  a  meal  component,  e.g.,  a  can  of 
tomato  paste  used  in  preparing  a  meat 
sauce. 

The  Commissioner  recognizes  that 
there  are  many  foods  for  which  servings 
cannot  easily  be  stated.  However,  nutri¬ 
tion  labeling  statements  based  on  un¬ 
reasonably  large  quantities  could  confuse 
consumers  and  make  comparisons  be¬ 
tween  products  difficult  or  impossible. 
In  seeking  reasonable  statements  of 
serving  sizes  the  Commissioner  con¬ 
cludes  that,  for  most  products,  the  re¬ 
quirements  for  serving  size  as  stated  in 
the  final  regulation  published  on  Jan¬ 
uary  19,  1973,  shall  be  maintained.  Man¬ 
ufacturers  may  express  a  "portion”  for 
a  food  which  is  used  only  as  an  ingredi¬ 
ent  in  other  foods;  and  shall  do  so  in 
an  easily  identifiable  serving  quantity 
in  household  terms,  e.g.,  cupfuls  or  tea¬ 
spoonfuls  or  ounces,  or  a  complete  con¬ 
tainer  where  this  information  is  not 
misleading  to  consumers. 

16.  A  comment  was  received  stating 
that  the  use  of  the  phrase  “adult  male 
engaged  in  light  physical  activity”  in¬ 
dicated  that  5  1.17(b)  was  intended  to 
apply  only  to  this  segment  of  the  popu¬ 
lation.  This  is  erroneous.  The  phrase  is 
used  only  as  a  guide  in  attempting  to 
define  a  serving. 

17.  Several  comments  suggested  that 
the  serving  or  portion  size  should  be 
standardized  so  that  labels  will  reflect 
a  uniform  approach  from  which  con¬ 
sumers  may  readily  make  comparisons. 
The  Commissioner  agrees  that  serving 
and  portion  sizes  should  be  uniform.  Un¬ 
der  the  regulation  It  is  incumbent  upon 
industry  and  consumers  to  work  together 
to  devise  uniform  serving  and  portion 
sizes.  If  this  does  not  materialize,  the 
Commissioner  will  establish  a  procedure 
for  adopting  uniform  serving  and  por¬ 
tion  sizes  that  will  be  applicable  to  all 
foods. 

At  least  one  comment  expressed  con¬ 
cern  that  requiring  declaration  of  nu¬ 
trient  content  on  the  basis  of  a  serving 


or  portion  would  understate  the  nutri¬ 
tional  value  where  it  may  be  consumed 
at  each  of  three  meals  during  the  day. 
The  Commissioner  recognizes  that  re¬ 
peated  consumption  of  a  food  item  with 
a  moderate  or  low  nutritional  content 
may  well  result  in  a  significant  nutrient 
contribution  to  the  daily  diet.  Accord¬ 
ingly,  §  1.17(b)  has  been  revised  to  pro¬ 
vide  that,  where  a  food  is  commonly  con¬ 
sumed  more  than  once  a  day,  the  label 
shall  state  the  nutrient  content  on  a 
serving  or  portion  basis  and  may,  in  ad¬ 
dition,  also  state  the  nutrient  content 
when  consumed  on  a  daily  basis.  For  ex¬ 
ample,  it  may  be  appropriate  for  bread 
to  be  shown  per  two  slices  (a  serving) 
and  per  six  slices  (per  day) ,  and  for  milk 
to  be  shown  per  glass  (a  serving)  and 
per  quart  (per  day).  In  order  to  justify 
any  such  statement,  reliable  data,  such 
as  statistically  valid  dietary  surveys, 
must  be  available  to  show  that  the  food 
is  in  fact  customarily  consumed  more 
than  once  daily  and  the  total  daily 
amount  usually  consumed. 

18.  It  has  been  suggested  that  nutri¬ 
tion  labeling  should  be  provided  both 
with  respect  to  the  food  in  the  package 
and  with  respect  to  the  food  as  prepared 
for  consumption  after  cooking  or  other 
home  preparation.  Section  1.17(b)  has 
been  modified  to  permit  this  informa¬ 
tion.  Where  this  optional  form  of  decla¬ 
ration  is  used,  the  specific  method  of 
preparation  or  cooking  must  be  speci¬ 
fied.  Manufacturers  are  also  encouraged 
to  provide  consumers  with  additional  in¬ 
formation  on  methods  of  cooking  or 
preparation  which  will  result  in  maxi¬ 
mum  retention  of  nutrients.  The  Com¬ 
missioner  has  concluded  that  requiring 
nutrient  declaration  on  the  basis  of  the 
product  as  consumed  is  not  feasible  be¬ 
cause,  for  many  products,  there  are  nu¬ 
merous  variations  of  cooking  or  other 
methods  of  preparation,  and  enforce¬ 
ment  would  not  appear  to  be  feasible. 

19.  Consumer  groups  and  individual 
consumers  expressed  great  concern  that 
some  deviations  from  the  standard  for¬ 
mat  are  permitted.  They  asked  that  the 
label  have  the  basic  information  on  the 
seven  nutrients  plus  protein  present 
every  time  that  nutrition  labeling  is 
used.  Consumer  groups  also  preferred  to 
have  zero  listed  when  less  than  2  percent 
of  the  U.S.  Recommended  Dietary  Al¬ 
lowance  (U.S.  RDA)  of  a  nutrient  is 
present. 

The  comments  from  manufacturers 
asked  that  a  more  flexible  position  be 
taken  on  the  question  of  listing  the  per¬ 
cent  of  the  U.S.  RDA.  It  was  suggested 
that  if  no  vitamins  or  minerals  are  pres¬ 
ent  in  a  food,  a  statement  “contains  no 
significant  amounts  of  nutrients”  or 
“contains  no  nutrients”  be  permitted. 
Some  manufacturers  also  asked  that,  for 
foods  containing  only  a  single  compo¬ 
nent  contributing  only  calories,  only  the 
caloric  content  and  the  amount  of  this 
component  be  required,  e.g.,  com  starch 
containing  only  carbohydrate  and  no 
vitamins  or  minerals. 

The  Commissioner  has  concluded  that 
a  standard  format  is  desirable  when¬ 
ever  reasonable,  since  this  will  assist 


those  developing  consumer  information 
and  educational  programs.  This  matter 
was  fully  discussed  in  the  preamble  to 
the  January  19,  1973,  regulation.  The 
exception  permitted  in  the  regulation, 
when  no  more  than  three  of  the  vitamins 
or  minerals  are  present  at  levels  of  2 
percent  or  greater,  was  based  in  part  on 
the  results  of  consumer  studies  suggest¬ 
ing  that  a  few  positive  values  inter¬ 
mingled  with  zeros  or  asterisks  could  be 
misunderstood.  A  statement  that  the 
other  nutrients  are  not  present  is  re¬ 
quired  immediately  following  the  listing 
of  the  nutrients  by  percent  U.S.  RDA. 

The  Commissioner  concludes  that  a 
change  in  the  basic  format  proposed  in 
the  January  19,  1973,  regulation  is  not 
warranted.  Accordingly,  the  format  is 
retained.  However,  several  technical 
changes  suggested  in  order  to  make  the 
basic  format  more  readable,  and  reduce 
possible  confusion,  are  ‘reasonable  and 
have  been  adopted.  The  optional  state¬ 
ment  “per  serving”  has  been  added  to 
the  heading  “Nutrition  Information”  in 
order  to  make  it  clear  that  the  basis 
of  the  information  is  on  a  serving.  The 
term  “Calories”  can  be  used  as  an  alter¬ 
nate  term  for  “Caloric  content.”  Simi¬ 
larly,  the  term  “content”  may  be  elim¬ 
inated  as  a  required  part  of  the  headings 
for  the  protein,  carbohydrate,  and  fat 
statements.  The  placement  of  fatty  acid 
information  has  also  been  clarified  by 
stating  that  it  must  follow  the  statement 
on  fat,  rather  than  be  adjacent  to  the 
statement. 

Several  manufacturers  pointed  out  that 
the  statement  “Percentage  of  the  U.S. 
RDA  for  fat,  protein,  vitamins,  and  min¬ 
erals”  could  be  shortened  by  deleting  the 
portion  “for  protein,  vitamins,  and  min¬ 
erals,”  as  it  was  obvious  that  these  were 
what  was  stated.  The  Commissioner 
agrees  that  this  latter  phrase  is  not 
needed,  and  the  regulation  has  been 
corrected. 

In  stating  the  exception  to  the  com¬ 
plete  format  of  the  U.S.  RDA  percentage 
of  seven  nutrients,  the  fact  that,  with 
protein,  there  are  eight  items  to  be  listed 
was  overlooked.  In  order  to  correct  this 
error,  the  section  relating  to  the  ex¬ 
ception  has  been  changed  to  read  that  if 
five  or  more  of  the  eight  nutrients  re¬ 
quired  are  present  at  less  than  2  percent 
of  the  U.S.  RDA  the  alternate  labeling 
approach  may  be  used. 

20.  The  question  of  stating  calories  to 
the  nearest  calorie,  rather  than  in  10 
calorie  increments,  has  been  carefully 
considered,  and  the  Commissioner  agrees 
that  at  calorie  levels  less  than  50  cal¬ 
ories  a  more  correct  statement  of  calories 
should  be  permitted.  The  regulation  has 
been  slightly  modified  in  §  1.17(c)  (3)  to 
permit  the  use  of  2-calorie  increments  up 
to  20  calories  and  5-calorie  increments 
above  20  calories  up  to  and  including  50 
calories.  Ten-calorie  increments  will  be 
used  above  50  calories.  At  the  lower  ca¬ 
loric  levels  compliance  will  be  more  dif¬ 
ficult,  but  careful  monitoring  of  protein, 
fat,  and  carbohydrate  content  can  pro¬ 
vide  a  means  of  determining  if  real  mis¬ 
representations  are  being  made  by  the 
low  calorie  statements. 
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Several  objections  were  raised  con¬ 
cerning  the  2,  5,  and  10  percent  of  the 
U.S.  RDA  intervals  used  to  state  the  pro¬ 
tein,  vitamin,  and  mineral  levels.  Some 
persons  felt  that  5  or  10  percent  inter¬ 
vals  should  be  used,  while  a  few  felt  that 
1  percent  intervals  over  the  entire  range 
should  be  permitted.  The  2  percent  inter¬ 
vals  at  the  lower  level  of  nutrients  was 
incorporated  on  the  basis  of  consumer, 
industry,  and  nutrition  educator  com¬ 
ments  on  the  original  proposal,  and  are 
reasonable.  Using  smaller  intervals  over 
the  entire  range  will  in  the  opinion  of  the 
Commissioner  only  result  in  consumer 
confusion. 

21.  Several  manufacturers  objected  to 
the  double  listing  for  protein,  both  as 
grams  of  protein  and  as  a  percent  of  the 
U.S.  RDA,  under  §  1.17(c)  (4) .  They  were 
particularly  concerned  about  a  product 
which  contains  no  protein,  and  which 
would  have  to  list  zero  twice,  or  zero  and 
an  asterisk,  on  the  label. 

The  Commissioner  concludes  that 
there  is  a  need  to  maintain  the  basic 
nutrition  labeling  format,  and  there  ap¬ 
pears  to  be  jio  special  hardship  in  the 
situation  mentioned.  In  many  of  the  In¬ 
stances  where  protein  content  is  zero 
the  manufacturer  will  be  able  to  use  the 
limited  listing  plus  the  statement  that 
specific  nutrients  are  not  present,  thus 
eliminating  the  second  zero  statement 
from  the  listing  under  the  percentage 
of  the  U.S.  RDA. 

22.  Several  manufacturers  and  trade 
associations  raised  questions  about  the 
procedure  to  be  used  for  establishing 
a  value  for  the  U.S.  RDA  of  protein  in 
a  food.  Some  asked  for  a  third  standard 
of  30  grams  of  protein  to  be  used  with 
those  animal  protein  foods  with  the  high¬ 
est  biological  quality.  They  pointed  out 
that  the  use  of  45  grams  of  protein  as 
a  standard  for  all  proteins  equal  to  or 
better  than  casein  put  the  better  quality 
proteins  at  a  disadvantage. 

A  review  of  the  proposed  standard 
does  not  support  such  a  change  at  this 
time.  As  the  Commissioner  stated  in  the 
preamble  to  the  regulation  as  published 
on  January  19,  1973,  further  extension 
of  subdivisions  of  protein  types  does  not 
appear  justified.  As  experience  with  nu¬ 
trition  labeling  is  gained,  and  additional 
information  is  obtained  concerning 
simpler  procedures  for  evaluating  pro¬ 
tein  quality,  the  Commissioner  will 
evaluate  the  procedure  for  establishing 
the  U.S.  RDA  value  for  labeling  protein 
and  make  any  appropriate  modifications. 

Several  manufacturers  also  requested 
the  Commissioner  to  establish  a  stand¬ 
ard  conversion  factor  for  converting 
nitrogen  content  to  protein  as  part  of 
the  analytical  method  for  protein  in 
food.  The  factor  of  6.25  times  the  nitro¬ 
gen  content  is  commonly  vised  to  calcu¬ 
late  protein,  but  scientists  recognize  that 
this  factor  gives  larger  protein  values 
than  are  determined  by  more  accurate 
and  complex  procedures  for  certain  food 
proteins.  The  alternate  conversion  fac¬ 
tors  for  specific  proteins  are  available 
in  the  literature,  and  could  be  used  when 
use  of  the  common  conversion  value  of 


6.25  results  in  significant  overstatement 
of  the  protein  content. 

In  reviewing  this  matter,  the  Com¬ 
missioner  is  of  the  opinion  that  for 
labeling  purposes  use  of  the  6.25  con¬ 
version  factor  is  satisfactory.  However, 
methods  for  determining  protein  con¬ 
tent  listed  in  the  Official  Methods  of 
Analysis  of  the  Association  of  Official 
Analytical  Chemists,  11th  Ed.,  1970 
(AOAC),  give  more  correct  factors  for 
the  conversion  of  nitrogen  to  protein, 
and  when  a  conversion  factor  other  than 
6.25  is  given  in  the  AOAC  methods  that 
value  shall  be  used. 

23.  Many  manufacturers  stated  that 
they  felt  that  the  calculation  of  caloric 
content  by  the  Atwater  method  as  re¬ 
quired  by  the  regulation  is  more  accurate 
than  required.  They  suggested  that  the 
more  commonly  used  values  of  4,  4,  and 
9  calories  per  gram  of  protein,  carbo¬ 
hydrate,  and  fat,  respectively,  be  used 
as  these  are  actual  standard  values  de¬ 
rived  from  the  Atwater  values. 

The  reference  to  the  Atwater  method 
to  determine  caloric  content  was  in¬ 
cluded  in  the  final  regulation  in  order  to 
provide  manufacturers  with  a  standard 
guide  for  calculating  calories.  This  pro¬ 
cedure  was  developed  to  account  for 
those  factors  which  led  to  caloric  con¬ 
tents  less  than  expected  due  to  reduced 
absorption  or  biological  availability.  The 
Commissioner  is  aware  that  for  most 
foods,  the  caloric  factors  of  4,  4,  and  9 
calories  per  gram  of  protein,  carbohy¬ 
drate,  and  fat,  respectively,  will  give  a 
satisfactory  statement  for  caloric  con¬ 
tent.  However,  there  are  situations  where 
the  calculation  of  caloric  content  using 
the  4,  4,  and  9  calories  per  gram  values 
will  misrepresent  the  caloric  content  of 
the  product.  In  such  situations,  where 
more  accurate  values  are  given  in  the 
reference  cited  in  the  regulation,  USDA 
Handbook  74  (1955),  it  would  appear 
reasonable  for  manufacturers  to  use  the 
correct  values.  The  agency  will  follow 
this  procedure  outlined  above  in  deter¬ 
mining  caloric  content  in  order  to  estab¬ 
lish  if  a  product  is  in  compliance.  Manu¬ 
facturers  can  identify  those  situations 
where  the  use  of  the  4,  4,  and  9  calorie 
per  gram  values  will  result  in  a  label 
value  more  than  20  percent  greater  than 
the  actual  value  and  in  those  cases 
the  values  in  the  USDA  Handbook  74 
should  be  used  in  determining  the  caloric 
content  of  the  food. 

24.  Comments  were  received  objecting 
to  any  declaration  of  the  U.S.  RDA 
greater  than  100  percent  in  a  serving. 
Those  taking  this  position  were  con¬ 
cerned  that  consumers  would  be  misled 
by  such  claims,  and  also  that  claims  of 
significance  on  the  basis  of  10  percent 
of  the  U.S.  RDA,  e  g.,  120  percent  com¬ 
pared  to  110  percent,  would  confuse 
consumers. 

In  naturally  occurring  products  such 
nutrient  levels  are  rare.  When  they  do 
occur,  the  Commissioner  concludes  that 
it  is  unreasonable  to  deny  those  market¬ 
ing  the  product  the  right  truthfully  to 
label  the  nutritional  content. 

The  Commissioner  is  aware  that  the 
addition  of  vitamins  or  minerals  to  a 


food  at  levels  greater  than  50  percent  of 
the  U.S.  RDA  may  in  some  cases  be  al¬ 
lowed.  However,  when  such  values  are 
added  to  a  food  and  not  covered  by  a  reg¬ 
ulation  permitting  such  levels  of  added 
nutrients,  the  product  will  be  regulated 
as  a  dietary  supplement  under  §  80.1  (38 
FR  2152) . 

The  Commissioner  is  of  the  opinion 
that  the  issue  of  proper  food  fortification 
cannot  be  appropriately  dealt  with  under 
nutrition  labeling.  The  Commissioner 
stated  in  the  preamble  to  the  regulation 
as  published  on  January  19,  1973,  that 
the  agency  is  preparing  a  number  of  reg¬ 
ulations  regarding  the  addition  of  nutri¬ 
ents  to  foods.  New  Part  100,  establishing 
nutrition  guidelines,  is  published  in  this 
issue  of  the  Federal  Register.  In  addi¬ 
tion  to  specific  regulations  and  guide¬ 
lines,  the  Commissioner  will  prepare  a 
regulation  incorporating  overall  agency 
policy  on  addition  of  nutrients  to  foods. 
Until  this  action  is  complete,  the  agency 
will  review  food  fortification  on  an  indi¬ 
vidual  basis  using  the  principles  stated 
in  existing  and  newly  published 
regulations. 

25.  One  manufacturer  pointed  out  that 
the  language  stating  that  vitamins  and 
minerals  other  than  the  basic  five  vita¬ 
mins  and  two  minerals  could  be  listed, 
did  not  make  it  clear  that  these  must  be 
listed  as  a  percent  of  the  U.S.  RDA.  The 
language  has  been  changed  to  make  this 
clear.  In  addition,  the  mandatory  listing 
of  the  other  vitamins  when  they  are 
added  is  also  made  clear  by  a  slight  modi¬ 
fication  in  the  regulation. 

26.  A  few  comments  were  received  re¬ 
questing  that  values  other  than  those 
selected  for  the  U.S.  RDA  be  chosen  for 
nutrition  labeling  in  §  1.17(c)  (7)  (iv) .  As 
stated  in  the  preamble  to  the  regulation 
as  published  on  January  19.  1973,  this 
question  was  carefully  considered,  and 
the  values  selected  were  those  considered 
appropriate  for  nutrition  labeling  as  well 
as  for  use  by  the  agency  in  establishing 
standards  for  special  dietary  foods  and 
dietary  supplements.  While  no  change  in 
the  current  U.S.  RDA  will  be  made  at 
this  time,  the  Commissioner  will  review 
the  U.S.  RDA  values  periodically  to  in¬ 
sure  that  they  are  in  general  agreement 
with  the  National  Academy  of  Sciences’ 
values  for  the  Recommended  Dietary 
Allowances. 

27.  One  comment  was  received  point¬ 
ing  out  that  the  terms  “thiamine”  and 
“folic  acid”  have  been  replaced  by  the 
terms  “thiamin”  and  “folacin”  in  the 
listing  of  accepted  nomenclature  by  the 
International  Union  of  Nutritional  Sci¬ 
ences  (Nutrition  Abstracts  and  Reviews, 
40,  395,  1920),  the  recognized  interna¬ 
tional  nutrition  organization.  The  Food 
and  Drug  Administration  uses  the  no¬ 
menclature  of  the  United  States  Pharma¬ 
copeia,  and  their  accepted  spelling  and 
names  for  these  two  products  are  used 
in  the  regulation. 

28.  One  comment  was  received  asking 
that  choline  and  inositol  be  Included  in 
the  list  of  essential  nutrients  in  order  to 
permit  their  inclusion  In  products  such 
as  Infant  formulas,  products  Intended  for 
use  as  the  total  dally  diet,  medical  diets, 
and  similar  products.  Such  products  are 
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special  dietary  foods,  and  this,  question 
is  therefore  properly  considered  under 
Part  125.  This  comment  will  be  included 
with  those  received  on  that  document  in 
response  to  the  tentative  order  published 
on  January  19,  1973  (38  FR  2143).  Spe¬ 
cial  dietary  foods  are  specifically  ex¬ 
empted  from  nutrition  labeling  under 
8  1.17(h)  (1),  (3),  and  (4),  Any  change 
in  the  list  of  essential  nutrients  under 
Part  125  will  be  accompanied  by  recon¬ 
sideration  of  the  list  of  nutrients  ap¬ 
propriate  for  label  declaration  under 
§  1.17(c)  (7)  (iv). 

29.  One  comment  was  received  asking 
that,  in  addition  to  the  percent  of  the 
U.S.  RDA,  manufacturers  be  required 
to  list  the  actual  amounts  of  each  nu¬ 
trient  present,  e.g.,  milligrams  or  Inter¬ 
national  Units.  The  Commissioner  had 
considered  this  type  of  labeling  in  the 
early  stages  of  development  of  nutrition 
labeling.  As  consumer  understanding  of 
the  quantities  was  very  limited  and  label¬ 
ing  as  a  percent  of  daily  allowances 
offers  a  procedure  for  indicating  the  nu¬ 
trient  contribution  of  a  food  without 
extensive  nutrition  training,  the  use  of 
actual  values  has  been  rejected  for  con¬ 
sumer  labeling.  Actual  values  may, 
under  8  1.17(f)  of  the  revised  regulation, 
be  furnished  to  Interested  professionals. 

30.  Several  manufacturers  objected  to 
10  percent  of  the  U.S.  RDA  being  estab¬ 
lished  as  the  level  where  claims  for  sig¬ 
nificance  can  be  made.  Some  suggested 
that  5  percent  of  the  U.S.  RDA  would  be 
more  appropriate,  while  one  comment 
said  that  a  system  relating  caloric  con¬ 
tent  and  contribution  of  vitamins,  min¬ 
erals,  and  protein  would  be  more  appro¬ 
priate. 

The  Commissioner  recognizes  that  any 
minimum  value  established  for  claiming 
a  significant  nutrient  content  will  be  ar¬ 
bitrary.  Since  all  foods  will  be  able  to 
Indicate  their  nutrient  content  under  nu¬ 
trition  labeling  and  consumers  will  be 
able  to  make  nutrient  comparisons,  the 
point  at  which  a  product  can  claim  to  be 
a  "significant”  source  of  a  nutrient  takes 
on  less  importance  than  when  actual  nu¬ 
trient  contents  were  not  available  for 
consumer  comparison.  In  addition,  the 
use  of  5-percent  increments  for  protein, 
vitamin,  and  mineral  levels  between  10 
percent  and  50  percent  of  the  U.S.  RDA, 
and  10-percent  increments  at  levels  over 
50  percent,  make  it  unreasonable  to  select 
a  value  of  5  percent  of  the  U.S.  RDA  or 
less  as  significant.  The  level  of  10  per¬ 
cent  of  the  U.S.  RDA  was  selected  as 
significant  since  it  represents  a  major 
difference  throughout  most  of  the  range 
at  which  nutrient  values  commonly  are 
present  in  foods. 

The  use  of  a  caloric-nutrient  ratio  for 
establishing  the  nutritional  significance 
of  a  product  is  a  concept  which  was  con¬ 
sidered  in  the  early  development  of  nu¬ 
trition  labeling.  While  the  concept  is  one 
which  nutritionists  are  currently  devel¬ 
oping,  it  is  not  readily  understood  by  con¬ 
sumers,  and  to  use  such  Information 
would,  in  the  opinion  of  the  Commis¬ 
sioner,  result  in  problems  of  consumer 
understanding  and  use.  The  Commis¬ 


sioner  has  therefore  retained  10  percent 
of  the  U.S.  RDA  as  the  level  for  declar¬ 
ing  significance  as  stated  in  the  regula¬ 
tion  published  on  January  19,  1973. 

31.  Information  on  other  properties  of 
food,  e.g.,  fiber  content,  sugar  content, 
or  moisture  content,  is  included  on  labels 
or  in  labeling  by  some  manufacturers. 
Comments  were  received  asking  that  such 
information  be  allowed  to  appear  on 
labels.  While  such  information  is  not 
nutrition  information  as  described  in 
this  regulation,  the  Commissioner  recog¬ 
nizes  that  some  consumers  want  to  know 
about  these  other  properties  of  food.  Such 
information  can  be  included  on  the  label 
or  in  labeling  provided  it  is  not  false  or 
misleading,  and  is  not  prohibited  by  other 
regulations.  This  information  may  not 
be  placed  on  the  label  as  part  of  or  with 
nutrition  labeling  or  other  mandatory 
information,  but  it  may  immediately  fol¬ 
low  or  otherwise  be  contiguous  to  the 
mandatory  Information  on  the  informa¬ 
tion  panel.  The  information  on  these 
other  properties  should  be  stated  for  the 
same  serving  size  (portion)  as  used  for 
nutrition  labeling. 

32.  It  has  been  suggested  that  the  defi¬ 
nition  of  a  “lot,”  which  is  based  solely 
upon  the  common  container  code  or 
marking,  may  be  inapplicable  to  meth¬ 
ods  of  continuous  production  (e.g.,  bread 
and  milk).  In  recognition  of  this  possi¬ 
bility,  8  1.17(e)(1)  has  been  changed  to 
state  that,  in  such  situations,  a  lot  will 
be  regarded  as  a  day’s  production. 

33.  Concern  was  voiced  by  several 
manufacturers  that  official  methods  of 
analysis  are  not  applicable  to  their  prod¬ 
ucts,  and  it  would  therefore  be  difficult 
to  determine  if  they  are  in  compliance. 
The  Commissioner  has  stated  in  the  reg¬ 
ulation  that  the  official  procedures  will 
be  those  pf  the  Association  of  Official 
Analytical  Chemists  (AOAC)  or  other 
reliable  and  appropriate  analytical  pro¬ 
cedures.  Questions  of  methodology  may 
be  submited  to  the  agency,  and  the  suit¬ 
ability  and  applicability  of  alternative 
procedures  will  be  resolved  in  that  way. 

34.  Virtually  all  comments  expressed 
concern  about  meeting  the  compliance 
requirements  contained  in  the  regula¬ 
tions  within  the  time  limits  established 
by  the  uniform  effective  date.  The  Com¬ 
missioner  is  aware  that  difficulties  may 
be  encountered  by  some  firms,  whereas 
for  other  firms  compliance  will  not 
present  any  significant  problem.  Ac¬ 
cordingly,  the  Commission  has  concluded 
to  approach  this  matter  in  the  following 
way. 

First,  there  are  some  companies  and 
Industries  which  will  find  it  difficult  or 
even  impossible  to  meet  the  first  require¬ 
ment  under  the  uniform  effective  date, 
that  labels  printed  after  December  31, 
1973,  must  comply  with  the  new  require¬ 
ments.  For  those  who  are  now  gathering 
the  data  necessary  for  compliance,  this 
represents  insufficient  time  to  obtain  that 
information  before  such  orders  must  be 
placed.  For  example,  some  companies 
and  industries  are  now  conducting  inten¬ 
sive  analytical  surveys  which  must  be 
continued  over  a  sufficiently  representa¬ 


tive  period  of  time  in  order  to  make  them 
statistically  valid.  The  Commissioner 
wishes  to  encourage  this  type  of  program 
which  will  for  the  first  time  result  in  a 
detailed  data  base  upon  which  truthful 
and  accurate  nutritional  labeling  can 
rest.  Accordingly,  the  Commissioner  will 
entertain  all  reasonable  requests  for  ex¬ 
tension  of  this  first  part  of  the  uniform 
effective  date,  where  the  petitioner  shows 
the  type  of  analytical  data  being  ob¬ 
tained  and  the  time  schedule  involved,  as 
justification  for  this  extension.  Exten¬ 
sions  will  be  granted  only  upon  a  show¬ 
ing  of  good  cause  therefor,  based  upon 
an  on-going  program.  Such  extensions 
should  be  requested  promptly.  All  corre¬ 
spondence  relating  to  such  extensions 
will  be  placed  on  file  for  public  review 
at  the  office  of  the  hearing  clerk. 

Second,  the  Commissioner  again 
reiterates  the  point  made  in  the  preamble 
to  the  regulations  as  published  in  the 
Federal  Register  of  January  19,  1973, 
that  temporary  exemptions  will  be  con¬ 
sidered,  upon  a  showing  of  economic 
hardship,  for  any  enriched  standardized 
food  which,  by  reason  of  the  standard, 
must  include  added  nutrients  and 
thereby  is  required  by  8  1.17  to  bear 
nutrition  labeling.  Many  manufacturers 
of  these  foods  unquestionably  have  the 
quality  control  and  analytical  capabili¬ 
ties  at  this  time  to  meet  this  requirement 
without  significant  difficulty.  Other 
manufacturers,  however,  and  particu¬ 
larly  small  manufacturers,  may  not 
presently  have  these  capabilities.  The 
Commissioner  does  not  wish  those  manu¬ 
facturers  who  cannot  immediately  meet 
these  requirements  to  be  forced  to  elimi¬ 
nate  the  nutrients  from  the  food,  or  to 
discontinue  production  of  the  food,  or  to 
suffer  an  economic  and  competitive  hard¬ 
ship.  Accordingly,  the  Commissioner  will 
entertain  petitions  which  demonstrate 
such  a  hardship,  and  will  grant  tem¬ 
porary  exemptions  upon  a  showing  of 
good  cause.  Such  exemptions  will  not  be 
granted  on  an  across-the-board  or  in¬ 
dustrywide  basis,  but  rather  upon  a  de¬ 
tailed  factual  showing  by  an  individual 
firm  Justifying  a  temporary  exemption. 

The  Commissioner  anticipates  that 
these  exemptions  will  be  only  temporary 
in  nature,  not  permanent.  Adequate  time 
will  be  provided  for  these  manufacturers 
to  obtain  the  necessary  quality  control 
and  analytical  methodology,  or  to  con¬ 
tract  for  it,  without  undue  hardship.  It 
must  be  recognized,  however,  that  no 
permanent  exemption  could  be  justified. 
Indeed,  it  would  be  unfair  to  permit  any 
extensive  exemption  for  one  group  of 
manufacturers  and  to  require  their  com¬ 
petitors  to  achieve  full  compliance  with 
8  1.17  within  the  uniform  effective  date. 

Third,  comments  were  received  from 
several  groups,  including  consumer  ad¬ 
vocates,  suggesting  that  the  agency  es¬ 
tablish  interim  compliance  requirements 
that  would  allow  greater  variation  from 
the  stated  label  values  for  nutrients  in 
Class  n  foods  (i.e.,  foods  with  naturally 
occurring  (indigenous)  ingredients) 
after  the  December  31,  1974,  effective 
date.  Such  an  approach  would  allow  a 
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substantially  greater  tolerance  during 
the  first  year,  with  a  more  rigid- require¬ 
ment  each  year  for  3  years  until  the  re¬ 
quirement  contained  in  §  1.17(e)  (4)  (ii) 
is  reached.  It  was  also  suggested  that  a 
moratorium  period  be  established  dur¬ 
ing  which  only  gross  violations  would 
result  in  regulatory  action. 

The  Commissioner  is  in  agreement 
with  the  concepts  underlying  these  com¬ 
ments  but  believes  that  the  matter 
should  be  approached  in  a  different  way. 
Many  manufacturers,  and  particularly 
those  who  began  2  or  3  years  ago  to 
prepare  for  these  regulations,  are  now 
fully  able  to  meet  the  compliance  re¬ 
quirements  established  in  §  1.17.  The 
compliance  requirements  adopted  by  the 
Commissioner  are  relatively  flexible,  and 
do  not  impose  very  difficult  standards. 
Indeed,  it  is  the  intent  of  the  Commis¬ 
sioner  that  they  be  tightened  as  experi¬ 
ence  develops  with  nutrition  labeling, 
rather  than  relaxed.  In  any  event,  they 
present  entirely  realistic  standards  at 
this  time  for  any  company  with  sound 
quality  control  and  who  wishes  to  en¬ 
gage  in  nutrition  labeling. 

On  the  other  hand,  the  Commissioner 
is  well  aware  that  this  is  an  entirely 
new  program,  relying  upon  quality  con¬ 
trol  requirements,  analytical  capabili¬ 
ties,  and  testing  programs  of  a  nature 
that  have  not  previously  been  used.  Like 
any  new  program,  it  will  take  time  for 
both  industry  and  Government  to  work 
out  problems  that  are  encountered.  The 
Commissioner  cannot  and  does  not  ex¬ 
pect  full  and  complete  adherence  to  the 
exact  compliance  requirements  estab¬ 
lished  in  §  1.17  on  an  immediate  basis. 
It  is  entirely  likely  that,  acting  in  the 
best  of  faith,  deviations  will  occur. 

The  Commissioner  concludes  that  the 
most  equitable  approach  to  this  matter 
is  to  retain  the  compliance  requirements 
of  the  regulation  as  published  on  Janu¬ 
ary  19,  1973,  but  to  exercise  substantial 
discretion  in  their  enforcement  during 
the  first  few  years  in  which  they  are  in 
use.  In  exercising  this  discretion,  the 
Commissioner  will  take  into  account  all 
pertinent  information.  It  is  impossible 
to  articulate  a  rigid  compliance  rule  pre¬ 
cisely  because  of  the  factors  discussed 
above,  i.e.,  in  some  instances  full  com¬ 
pliance  is  entirely  feasible  and  should 
be  required,  whereas  in  other  instances 
it  cannot  realistically  be  expected  on  an 
immediate  basis.  The  principal  factor  - 
that  will  guide  enforcement  policy  will  be 
the  action  taken  by  the  manufacturer 
or  distributor  to  obtain  the  analytical 
<’ata,  the  quality  control  procedures,  and 
the  testing  programs  necessary  to 
achieve  compliance  with  the  regulation. 
The  Commissioner  does  not  anticipate 
taking  regulatory  action  during  this  ini¬ 
tial  period  where  a  good  faith  attempt 
has  been  made  to  achieve  compliance, 
even  though  exact  compliance  has  not 
been  achieved. 

The  Commissioner  has  concluded  that 
an  industrywide  relaxation  of  the  com¬ 
pliance  requirements  contained  in  5  1.17 
or  a  moratorium  on  regulatory  action 
based  on  a  sliding  scale  of  compliance 


during  the  next  3  years,  Is  not  in  the 
public  interest  and  Is  not  justified  by  the 
facts.  Those  who  have  advocated  this 
position  are  largely  companies  which 
chose  not  to  prepare  for  this  regulation 
by  obtaining  analytical  data  and  estab¬ 
lishing  quality  control  procedures  ade¬ 
quate  to  assure  compliance  with  what¬ 
ever  regulation  might  issue.  Several  of 
their  competitors,  on  the  other  hand,  an¬ 
ticipated  the  new  regulatory  require¬ 
ments  that  have  now  been  promulgated 
and  are  fully  prepared  for  nutrition 
labeling.  The  Commissioner  concludes 
that,  while  enforcement  flexibility  will 
be  retained,  the  failure  of  some  manu¬ 
facturers  and  distributors  to  prepare  for 
these  regulations  cannot  be  accepted  as 
justification  for  a  total  moratorium  or  a 
failure  to  require  compliance  where  it 
should  be  achieved. 

Food  distributors  who  depend  on  many 
small-  or  medium-sized  processors  to 
provide  a  private  label  product  have 
pointed  out  several  problems  which  they 
feel  are  unique  to  this  type  of  operation. 
Their  suppliers  are  not  uniformly  capa¬ 
ble  of  initiating  programs  to  develop 
the  information  and  controls  required 
for  nutrition  labeling,  and  these  distrib¬ 
utors  must  print  up  their  labels  before 
they  know  what  specific  manufacturers 
may  be  among  their  suppliers  during  a 
given  year.  Distributors  of  private  label 
products  are  therefore  concerned  that  it 
may  be  impossible  to  place  nutrition  la¬ 
beling  on  their  products  which  they  are 
sure  will  meet  the  compliance  require¬ 
ments  as  currently  stated. 

While  the  Commissioner  agrees  that 
these  organizations  have  some  problems 
which  are  unique  to  this  form  of  mar¬ 
keting,  it  is  not  reasonable  to  require 
maufacturers  of  major  brands  to  meet 
the  compliance  procedures  while  provid¬ 
ing  exceptions  for  certain  of  their  com¬ 
petitors.  In  the  discussion  of  comments 
on  compliance  and  the  use  of  representa¬ 
tive  values,  the  Commissioner  has  pro¬ 
vided  several  alternatives  to  permit  man¬ 
ufacturers  to  initiate  nutrition  labeling 
as  soon  as  basic  nutrient  information  is 
available  without  undue  risk.  A  mech¬ 
anism  for  obtaining  sufficient  time  to 
achieve  the  compliance  levels  is  provided 
to  manufacturers,  and  is  also  available 
for  distributors  working  w’ith  these  man¬ 
ufacturers. 

Fourth,  some  of  the  comments  sug¬ 
gest  that  the  second  step  of  the  uniform 
effective  date,  requiring  that  all  food 
shipped  in  interstate  commerce  after 
December  31,  1974,  be  labeled  in  compli¬ 
ance  with  §  1.17,  should  be  extended  for 
up  to  5  years,  and  particularly  for  Class 
II  foods.  This  suggestion  is  closely  tied 
to  the  problem  of  the  compliance  stand¬ 
ard. 

The  Commissioner  has  concluded  that 
no  justification  has  been  presented  for 
extension  of  the  effective  date  of  the 
regulation  beyond  December  31,  1974. 
Petitions  for  extension  of  the  first  step 
of  the  effective  date,  requiring  that  all 
labels  printed  after  December  31,  1973, 
shall  conform  to  S  1.17,  have  already  been 
discussed  above. 


Some  comments  noted  that,  for  prod¬ 
ucts  containing  Class  II  nutrients,  it  may 
take  more  than  one  growing  season  to 
obtain  the  data  necessary  for  accurate 
nutrition  labeling.  The  Commissioner 
Is  prepared  to  deal  with  these  problems 
on  an  individual  basis.  If  a  manufacturer 
or  a  trade  association  begins  immedi¬ 
ately  to  establish  a  complete  program 
to  obtain  the  analytical  data  necessary 
for  accurate  nutrition  labeling,  the  Com¬ 
missioner  will  consider  an  extention  of 
the  December  31.  1973,  label  printing 
requirement.  When  those  data  beoome 
available  a  year  from  now,  that  manu¬ 
facturer  or  trade  association  may  then 
review  them  with  the  Food  and  Drug 
Administration  and  a  determination  may 
be  reached  as  to  whether  they  present 
sufficiently  accurate  and  reliable  infor¬ 
mation  on  which  labels  for  the  following 
year  may  be  based.  By  repeating  this 
process  for  the  succeeding  years,  labels 
will  bear  the  most  accurate  and  reli¬ 
able  information  available  and  consum¬ 
ers  will  have  the  assurance  that  the  label 
represents  the  contents  of  the  product 
as  accurately  and  reliably  as  possible  at 
the  present  time. 

For  the  reasons  explained  at  some 
length  in  the  preamble  to  the  regulation 
as  published  on  January  19,  1973,  the 
Commissioner  has  concluded  that  the 
industrywide  or  representative  data  pres¬ 
ently  available  from  such  sources  as 
USDA  Handbook  8  is  not  sufficiently 
reliable  or  accurate  to  be  a  basis  for 
nutrition  labeling  at  this  time.  The  Com¬ 
missioner  pointed  out  then,  and  reiter¬ 
ates  now,  that  it  is  essential  that  repre¬ 
sentative  data  be  checked  by  analysis  of 
individual  lots  to  give  assurance  that  the 
label  value  adequately  represents  the 
product  offered,  at  least  until  accurate 
and  complete  data  are  available  on  an 
industrywide,  regional,  and  manufac¬ 
turer  basis.  In  time,  the  use  of  standard 
representative  data,  backed  up  by  pe¬ 
riodic  analytical  spot  checks,  will  un¬ 
doubtedly  be  possible  in  achieving  com¬ 
pliance  with  §  1.17.  The  Commissioner 
encourages  agricultural  experiment  sta¬ 
tions,  producer  associations,  food  manu¬ 
facturers,  and  others  to  expand  efforts 
in  the  gathering  of  food  nutrient  com¬ 
position  data,  in  order  to  provide  the 
information  essential  for  the  expansion 
of  nutrition  labeling. 

35.  One  comment  suggested  that  use 
of  a  standard  compliance  requirement  of 
20  percent  for  Class  II  nutrients  is  in¬ 
equitable  because  it  allows  greater  vari¬ 
ability  at  a  high  level  of  the  U.S.  RDA 
and  virtually  no  variability  at  a  low  level 
of  the  U.S.  RDA.  Moreover,  varability  at 
a  low  level  of  the  U.S.  RDA  will  have  a  far 
smaller  effect  on  the  overall  nutrient  con- 
of  the  U.S.  RDA.  Moreover,  variability  at 
high  level  of  the  U.S.  RDA. 

The  Commissioner  recognizes  the  va¬ 
lidity  of  this  point.  Nevertheless,  even  at 
levels  of  10  percent  of  the  U.S.  RDA  or 
less,  the  variability  permitted  using  the 
20-percent  compliance  standard  is  2  per¬ 
cent  or  1  percent  of  the  U.S.  RDA.  In  ad¬ 
dition,  the  variability  of  the  available 
analytical  methods  for  determining  nu¬ 
trient  c c«i  tent  in  Class  II  foods  at  levels 
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below  10  percent  of  the  U.S.  RDA  In 
many  Instances  exceeds  this  20-percent 
variability  permitted  for  compliance  pur¬ 
poses  under  the  regulation,  and  no  regu¬ 
latory  action  will  be  taken  unless  the 
nutrient  level  found  in  the  product  ex¬ 
ceeds  both  the  20-percent  compliance 
standard  and  whatever  variability  is  rec¬ 
ognized  for  the  particular  method  being 
used.  In  all  instances,  therefore,  the  ac¬ 
tual  variability  permitted  will  exceed  the 
20-percent  standard  specified  under  the 
regulation,  and  in  many  instances  it  wiU 
be  double  that  standard  or  greater.  Ac¬ 
cordingly,  the  Commissioner  has  con¬ 
cluded  that  it  is  unnecessary  to  incorpo¬ 
rate  into  the  regulation  any  explicit 
provision  to  alleviate  the  narrower  range 
of  variability  permitted  at  the  low  end 
of  the  U.S.  RDA  scale,  because  this  is 
built  into  the  regulation  through  the  use 
of  methodology  that  has  its  own  degree 
of  precision.  The  regulation  has  been  re¬ 
vised  to  state  that  fact. 

36.  One  organization  requested  that, 
for  compliance  purposes,  minimum  levels 
of  calories,  protein,  carbohydrate,  and 
fat  be  established  below  which  values  for 
these  nutrients  would  not  be  subject  to 
the  compliance  requirements  of  the  reg¬ 
ulation.  The  specific  values  suggested 
were  40  calories,  5  grams  of  protein,  10 
grams  of  carbohydrate,  and  5  grams  of 
fat.  Other  comments  pointed  out  that, 
for  some  foods,  analytical  problems  would 
make  it  very  difficult  to  evaluate 
compliance. 

The  Commissioner  realizes  that  ana¬ 
lytical  problems  do  exist  for  some  foods. 
However,  for  many  foods  the  analytical 
procedures  will  permit  determinations  of 
even  these  low  levels  of  protein,  carbo¬ 
hydrate,  and  fat.  For  example,  one  can 
identify  the  fat  content  in  a  milk  product 
with  sufficient  accuracy  to  distinguish 
between  3.25  grams  and  3.5  grams  of  fat 
per  100  grams  of  milk  product.  Consum¬ 
ers  should  expect  that  products  claiming 
only  1  gram  of  fat  would  have  close  to 
that  amount,  and  not  as  much  as  5 
grams.  A  separate  compliance  position 
for  these  lower  levels  would  actually  pro¬ 
vide  no  greater  protection  for  manufac¬ 
turers  in  terms  of  risk  of  mislabeling. 
Since  the  agency,  as  well  as  manufac¬ 
turers,  recognizes  the  analytical  prob¬ 
lems,  compliance  actions  relating  to  these 
nutrient  levels  will  reflect  the  accuracy 
of  the  available  analytical  methodology 
as  well  as  the  tolerance  permitted  in  the 
regulation.  Until  experience  with  the  reg¬ 
ulation  Indicates  that  a  more  specific 
procedure  is  required  for  low  levels  of 
protein,  carbohydrate,  and  fat  content, 
this  section  of  the  regulation  will  be  left 
unchanged.  Since  caloric  content  is  ac¬ 
tually  directly  related  to  the  protein,  car¬ 
bohydrate,  and  fat  content,  the  limits  on 
these  nutrients  will  provide  a  control  on 
calories. 

37.  Many  manufacturers  have  pre¬ 
pared  pamphlets  and  charts  for  physi¬ 
cians,  dietitians,  and  teachers  providing 
more  detailed  nutrition  composition  in¬ 
formation,  including  the  actual  amounts 
of  the  various  nutrients.  This  labeling 
material  often  is  not  amenable  to  the 


format  established  in  f  1.17,  and  in  any 
event  usually  provides  this  Information 
in  more  precise  amounts  rather  than  In 
the  Increments  established  in  $  1.17. 
Several  comments  requested  that  these 
materials  be  permitted  for  use  without 
requiring  nutrition  labeling,  or  at  least 
that  they  not  be  required  to  be  prepared 
In  the  exact  format  established  in  S  1.17. 

It  is  not  the  intention  of  the  agency  to 
restrict  the  information  flow  from  food 
manufacturers  to  professionals  in  the 
fields  of  health,  nutrition,  foods,  or  edu¬ 
cation  generally.  Thus,  the  Commissioner 
concludes  that  this  type  of  labeling  ma¬ 
terial  should  be  permitted,  and  indeed 
encouraged,  as  long  as  it  also  contains, 
or  has  attached  to  it,  nutrition  labeling 
in  the  form  in  which  it  is  provided  to 
consumers  under  §  1.17.  An  appropriate 
change  has  been  made  in  §  1.17(f)  to 
reflect  this. 

The  Commissioner  also  concludes  that 
such  material  should  not  be  permitted  to 
be  used  without  also  requiring  nutrition 
labeling  for  the  foods  involved.  The  nu¬ 
trient  values  set  forth  in  such  material 
will  be  required  to  meet  the  compliance 
levels  contained  in  5 1.17,  and  therefore 
the  manufacturer  or  distributor  of  the 
food  must  already  have  sufficient  in¬ 
formation  to  permit  nutrition  labeling  in 
order  to  use  these  other  materials.  Such 
materials,  even  when  distributed  only  to 
professionals,  are  routinely  redistributed 
to  the  public  on  a  widespread  basis,  and 
often  are  a  primary  source  of  nutrition 
information  for  interested  consumers. 
Thus,  although  such  detailed  materials 
should  be  encouraged  as  a  good  source 
of  nutrition  information,  and  should  not 
be  restricted  to  the  label  form  established 
in  §  1.17,  the  Commissioner  concludes 
that  no  sound  basis  exists  for  exempting 
them  from  the  general  rule  that  the  use 
of  any  nutrition  information  will  require 
full  nutrition  labeling  for  the  foods 
involved. 

38.  Nutrition  labeling  for  infant  and 
baby  foods  was  included  in  the  regula¬ 
tion  at  the  request  of  professional  or¬ 
ganizations  and  individuals  specifically 
interested  in  infant  and  child  nutrition. 
Several  comments  were  received  request¬ 
ing  that  the  U.S.  RDA  contained  in 
§  1.17(h)  (1)  for  an  infant  or  child  under 
4  years  of  age  be  further  refined  to  in¬ 
clude  a  separate  U.S.  RDA  for  infants 
from  birth  to  12  months.  The  Commis¬ 
sioner  recognizes  that  the  U.S.  RDA 
standard  that  presently  exists  for  chil¬ 
dren  up  to  4  years  of  age  is  not  wholly 
adequate  and  should  be  improved.  The 
Commissioner  invites  all  interested  per¬ 
sons  to  consider  appropriate  new  U.S. 
RDA’s  for  this  age  level  which  can  be 
incorporated  in  §  1.17,  and  Part  125  in 
the  future. 

In  the  interim,  the  Commissioner  con¬ 
cludes  that  the  U.S.  RDA  levels  estab¬ 
lished  in  this  regulation  are  reasonable 
and  will  result  in  no  harm  whatever  with 
respect  to  infant  nutrition.  None  of  the 
comments  suggest  that  Infant  and  baby 
foods  should  be  totally  exempt  from 
nutrition  labeling  until  better  U.S.  RDA’s 
can  be  established.  Accordingly,  the 
regulation  is  not  changed  in  this  respect. 


The  fact  that  the  U.S.  RDA’s  for  in¬ 
fants  and  babies  may  be  revised  should 
In  no  way  deter  food  manufacturers  from 
Including  this  information  on  their 
labels,  based  upon  the  present  regulation. 
When  new  U.S.  RDA’s  are  adopted,  which 
may  well  take  several  years,  the  Com¬ 
missioner  will  include  an  adequate  effec¬ 
tive  date  in  order  to  provide  manufac¬ 
turers  with  sufficient  time  to  achieve 
compliance,  in  order  to  avoid  economic 
hardship  that  may  result  from  label 
changes. 

39.  Those  persons  concerned  with  in¬ 
fant  feeding  also  pointed  out  that  no 
protein  standard  was  established  for  la¬ 
beling  infant  and  junior  foods.  The  Com¬ 
missioner  agrees  that  the  standards  of 
45  grams  and  65  grams  to  be  used  for 
nutrition  labeling  of  protein  in  foods,  as 
contained  in  §  1.17(c)(7)  (ii)  (a),  are  not 
suitable  for  labeling  strained  infant  and 
junior  foods.  A  standard  protein  value 
of  20  grams  for  protein  with  a  protein 
efficiency  ratio  (PER)  equal  to  or  greater 
than  casein,  and  a  value  of  28  grams  of 
protein  for  other  proteins  with  a  PER 
less  than  casein,  was  suggested  in  several 
comments.  These  values  appear  to  be 
reasonable  for  labeling  baby  food  prod¬ 
ucts,  and  are  consistent  with  protein  val¬ 
ues  of  the  National  Academy  of  Sciences 
Food  and  Nutrition  Board  for  this  age 
grouping.  These  suggestions  have  been 
incorporated  into  the  regulation  for  use 
by  manufacturers  of  baby  foods  until 
a  revised  set  of  U.S.  RDA  for  this  age 
can  be  developed. 

40.  One  comment  pointed  out  that,  al¬ 
though  iodized  salt  is  exempt  from  nu¬ 
trition  labeling  when  sold  as  such,  any 
product  to  which  it  is  added  is  not  ex¬ 
empt  from  nutrition  labeling.  This  was 
an  oversight  in  the  regulations,  and  has 
been  corrected  by  a  change  in  §  1.17 
(h) (5). 

41.  Exemptions  for  food  packed  for 
institutional  use,  for  food  being  shipped 
in  bulk  containers,  and  for  food  shipped 
to  a  manufacturer  as  an  ingredient  for 
use  in  another  processed  food,  were  re¬ 
quested  by  many  manufacturers.  The 
basic  arguments  against  providing  nutri¬ 
tion  labeling  on  these  products  was  that 
the  information  would  not  be  seen  by 
the  consumer.  In  the  case  of  institutions 
such  as  hospitals,  nursing  homes,  and 
schools,  those  commenting  also  pointed 
out  that  a  dietitian  was  often  involved 
in  the  ordering  of  the  food,  and  the 
purchase  specifications  were  more  in¬ 
formative  than  the  nutrition  labeling. 

The  labeling  regulations  promulgated 
under  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act,  including  §  1.17,  apply  to  all 
food  shipped  in  interstate  commerce,  un¬ 
less  otherwise  exempted.  The  Commis¬ 
sioner  recognizes  that  many  products  are 
manufactured  only  for  use  in  institu¬ 
tional  feeding,  and  that  under  these  cir¬ 
cumstances  the  ultimate  consumer  would 
not  have  an  opportunity  to  see  the  label. 
In  certain  instances,  e.g.,  hospitals  and 
school  lunch  programs,  the  persons  re¬ 
sponsible  for  planning  menus  and  pur¬ 
chasing  food  may  have  special  training 
and  be  aware  of  the  nutritional  quali¬ 
ties  of  the  foods,  or  may  even  establish 
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nutrition  specifications  for  certain  food 
products  being  purchased.  However, 
nutrition  labeling  can  serve  to  assist 
these  individuals  in  identifying  the  most 
nutritious  products,  and  provide  a  means 
for  evaluating  nutrition  claims.  The 
Commissioner  has  therefore  decided  that 
products  requiring  nutrition  labeling  be¬ 
cause  of  added  nutrients  or  label  claims 
being  shipped  solely  for  institutional 
food  service  use  shall  be  exempt  from 
the  requirements  of  the  nutrition  label¬ 
ing  regulation,  if  the  manufacturer  pro¬ 
vides  the  nutrition  information  required 
by  §  1.17  directly  to  those  institutions 
and  such  information  is  kept  current 
with  changes  in  formulation  or  process¬ 
ing  procedures.  Manufacturers  may  also 
distribute  factual  information  on  the 
composition  and  nutritional  quality  of 
foods  to  professionals  in  the  health  and 
education  fields  which  need  not  be  in 
the  format  required  for  nutrition  label¬ 
ing.  in  addition  to  nutrition  labeling. 

The  situation  involving  products  being 
shipped  from  one  manufacturer  to  an¬ 
other  for  use  as  ingredients  in  a  proc¬ 
essed  food  is  different  from  foods  manu¬ 
factured  and  shipped  to  food  service 
units  which  will  prepare  them  for  im¬ 
mediate  consumption.  The  Commissioner 
concludes  that  bulk  shipments  of  prod¬ 
ucts  such  as  flour,  sugar,  sirups,  oils,  and 
shortenings,  or  other  products  which  are 
shipped  in  bulk  form  for  use  in  manu¬ 
facturing  other  foods  shall  be  exempt 
from  nutrition  labeling.  It  is  assumed 
that  the  manufacturer  purchasing  these 
food  products  will  have  established  spec¬ 
ifications  for  the  product  and  no  purpose 
would  be  served  to  require  nutrition 
labeling. 

42.  Comments  were  received  about  the 
prohibition  in  §  1.17(i)  (1)  against  label¬ 
ing  claims  that  the  dietary  properties  of 
a  food  are  adequate  or  effective  in  the 
prevention  or  treatment  of  any  disease 
or  symptom.  Some  comments  erroneously 
interpreted  this  as  prohibiting  virtually 
any  discussion  of  the  nutritional  useful¬ 
ness  of  any  food. 

The  Commissioner  fully  recognizes 
that  all  nutrients  assist  in  preventing  nu¬ 
trient  deficiencies  and  thus,  in  that  sense, 
prevent  disease.  The  prohibition  con¬ 
tained  in  this  provision  in  no  way  pro¬ 
hibits  a  truthful  representation  that  a 
given  nutrient  is  essential  to  human  nu¬ 
trition  and  good  health  and  well-being. 
At  the  same  time,  it  must  be  recognized 
that  claims  related  to  specific  disease 
conditions  render  the  product  a  drug 
under  section  201(g)  (1)CB)  of  the  Act. 

This  prohibition  was  adopted  because 
of  widespread  promotional  practices 
stating  or  implying  that  a  nutrient  or 
food  should  be  consumed  in  order  to 
prevent  a  specific  disease.  For  example, 
it  has  been  common  practice  to  promote 
nutrients  by  stating  that  a  deficiency  in 
a  particular  nutrient  leads  to  a  specified 
disease,  thus  implying  that  a  consumer 
who  fails  to  purchase  the  product  in 
question  may  suffer  from  that  disease  or 
that  the  product  in  question  will  pre¬ 
vent  that  disease.  The  Food  and  Drug 
Administration  and  the  Federal  Trade 
Commission  have  successfully  brought 


numerous  cases  to  prevent  such  promo¬ 
tional  practices  over  the  years,  but  in 
spite  of  this  success  in  the  courts  manu¬ 
facturers  and  distributors  of  some  prod¬ 
ucts  continue  to  vise  such  claims. 

The  Commissioner  concludes  that  re¬ 
liance  upon  scare  promotional  claims, 
designed  to  panic  the  public  into  believ¬ 
ing  that  nutrient  fortification  or  supple¬ 
mentation  is  necessary  to  prevent  the 
onset  of  severe  deficiency  diseases,  is 
neither  supported  by  the  available  scien¬ 
tific  and  medical  facts  nor  fosters  good 
nutritional  practices.  Promotion  de¬ 
signed  to  educate  the  public  about  the 
need  for  basic  nutrition  planning  for 
daily  food  needs,  and  to  emphasize  the 
importance  of  essential  nutrients  to  good 
health,  is  both  truthful  and  conducive 
to  sound  nutrition. 

43.  Comments  were  received  objecting 
to  §  1.17(i)(2),  which  prohibits  the  use 
of  labeling  claims  suggesting  that  con¬ 
ventional  foods  in  the  diet,  as  usually 
prepared,  are  inadequate  to  meet  nutri¬ 
tional  needs.  No  data  were  furnished  in 
the  comments  to  show  that  a  diet  of  con¬ 
ventional  foods  cannot  satisfy  all  nutri¬ 
tion  needs.  To  clarify  this  prohibition, 
however,  the  phrase  “balanced  diet"  will 
be  substituted  for  “diet,"  since  it  is  ob¬ 
vious  that  an  unbalanced  or  extremely 
poor  diet  could  be  deficient  in  nutrients. 
This  prohibition  was  discussed  fully  in 
the  preambles,  findings  of  fact,  and  con¬ 
clusions  of  law  with  respect  to  Part  125, 
published  on  January  19,  1973  (38  FR 
2149). 

44.  Concern  has  been  expressed  that 
the  labeling  prohibitions  contained  in 
§  1.17(i)  (3)  and  (4)  would  preclude 
factually  supportable  statements  that, 
for  example,  a  particular  food  has  been 
handled  by  the  producer  or  manufac¬ 
turer  in  a  special  way  in  order  to  retain 
a  higher  nutrient  content  than  competi¬ 
tive  foods.  This  is  not  the  intent  of  these 
prohibitions  nor  are  they  so  worded. 

These  prohibitions  are  intended  to  pro¬ 
hibit  unsupported  generalizations  about 
nutrient  losses  because  of  soil,  transpor¬ 
tation,  and  processing  that  have  often 
been  used  in  promotional  literature  in  the 
past.  They  do  not  preclude  a  manufac¬ 
turer  or  distributor  who  had  adequate 
scientific  data  to  show  a  higher  nutrient 
retention  in  his  product  than  in  a  com¬ 
petitor’s  product  from  making  that  claim. 
Nor  do  they  prohibit  a  claim  that  a  par¬ 
ticular  food  has  a  higher  nutrient  con¬ 
tent  than  is  ordinarily  true  because  of 
the  soil  in  which  it  is  grown,  if  that  claim 
is  backed  up  by  adequate  scientific  data 
showing  the  differences  between  the  soils 
Involved  and  the  resulting  nutrient  dif¬ 
ferences  in  the  foods.  Finally,  a  manu¬ 
facturer  may,  without  question,  suggest 
cooking  or  handling  methods  for  opti¬ 
mum  nutrient  retention.  In  order  to 
clarify  this,  the  phrase  “the  daily  diet" 
is  substituted  for  diets  in  5  1.17(1)  (4). 
Any  such  claims  will,  of  course,  also  re¬ 
quire  full  nutrition  labeling  under  5  1.17. 

45.  Several  requests  were  received  ask¬ 
ing  that  manufacturers  identify  the  nat¬ 
ural  and  added  vitamins  in  their  prod¬ 
ucts.  The  regulation  premits,  but  does 
not  require,  such  identification,  and  the 


statement  of  ingredients  will  in  many 
instances  reveal  this  information.  The 
Commissioner  concludes  that  there  is  in¬ 
sufficient  differences  between  these  two 
types  of  nutrients  to  justify  requiring  a 
special  label  designation  of  this  kind. 

Section  1.17(i)(6)  forbids  any  sugges¬ 
tion  that  a  natural  vitamin  is  superior 
to  an  added  vitamin,  but  permits  any 
truthful  designation  of  any  nutrient  as 
natural  in  origin.  This  prohibition  was 
included  because  of  widespread  claims 
that  nutrients  of  natural  origin  are  su¬ 
perior  to  synthetic  nutrients.  At  the 
present  time,  there  is  no  valid  scientific 
evidence  to  support  such  a  claim  of  su¬ 
periority,  nor  is  there  evidence  to  sup¬ 
port  any  suggestion  that  synthetic  nu¬ 
trients  are  superior  to  natural  nutrients. 

One  comment  objected  to  5  1.17(1)  (6) 
on  the  basis  that  it  suggested  that  nat¬ 
ural  vitamins  in  a  food  were  inferior 
to  added  vitamins.  After  reviewing  the 
wording  of  the  regulation,  the  Commis¬ 
sioner  concludes  that  it  in  no  way  sug¬ 
gests  that  added  vitamins  are  superior 
to  vitamins  natural  to  a  food.  Any  such 
claim  would  be  subject  to  prompt  regu¬ 
latory  action. 

46.  One  comment  questioned  the  basis 
for  delaring  rutin  and  other  bioflavon¬ 
oids  as  unnecessary  nutrients,  and  chal¬ 
lenged  the  prohibition  against  combin¬ 
ing  these  ingredients  with  nutrients  al¬ 
ready  found  to  be  essential  in  human 
nutrition.  The  basis  for  the  Commission¬ 
er's  conclusions  on  this  matter  was  set 
out  in  detail  in  the  preambles,  findings 
of  fact,  discussion,  and  conclusions  of  law 
with  respect  to  Part  125  and  5  80.1,  as 
published  in  the  Federal  Register  for 
January  19.  1973  (38  FR  2143  and  2152) . 
No  data  or  information  were  submitted 
to  show  that  any  of  these  ingredients  is 
essential  in  human  nutrition  or  other¬ 
wise  beneficial  to  health.  The  courts  have 
previously  upheld  the  Food  and  Drug 
Administration’s  position  that  inclusion 
of  such  ingredients  in  the  product  falsely 
represents  nutritional  value  (United 
States  v.  Vitasafe,  226  F.  Supp.  266  (D. 
N.J.,  1964) ;  United  States  v.  Nuclomin, 
No.  71  C  585(2)  (E.D.  Mo.,  1972) ) .  Never¬ 
theless,  the  Commissioner  has  concluded 
that  it  is  reasonable  to  permit  these  in¬ 
gredients  to  be  marketed  alone  or  in  com¬ 
bination  as  foods,  without  claims  for  nu¬ 
tritional  value.  Any  citizen  who  wishes  to 
purchase  and  consume  them  will  have 
an  opportunity  to  do  so. 

47.  The  Commissioner  has  carefully 
reviewed  and  considered  all  comments, 
and  to  the  extent  that  they  are  not  en¬ 
compassed  within  the  above  discussion 
or  modifications  made  in  the  regulation 
they  are  rejected. 

Accordingly,  having  considered  the  ad¬ 
ditional  comments  received  and  other 
relevant  information,  the  Commissioner 
concludes  that  new  5  1.17,  as  promul¬ 
gated  in  the  Federal  Register  of  Janu¬ 
ary  19,  1973  (38  FR  2125),  should  be  re¬ 
promulgated  to  reflect  the  technical 
modifications  discussed  above.  There¬ 
fore,  pursuant  to  provisions  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act  (secs., 
201,  403,  701(a),  52  Stat.  1040-1042  as 
amended.  1047,  1055;  21  UJB.C.  321.  343, 


FEDERAL  REGISTER,  VOL.  38,  NO.  49 — WEDNESDAY,  MARCH  14,  1973 


RULES  AND  REGULATIONS 


6959 


371(a))  and  under  authority  delegated 
to  him  (21  CFR  2.120) ,  the  Commissioner 
hereby  amends  new  5 1.17  to  read  as 
follows: 

§1.17  Food;  nulrilion  labeling. 

(a)  Nutrition  information  relating  to 
food  may  be  included  on  the  label  and 
in  the  labeling  of  a  product:  Provided, 
That  it  conforms  to  the  requirements  of 
this  section.  Except  as  provided  in  para¬ 
graph  (h)  of  this  section,  inclusion  of 
any  added  vitamin,  mineral,  or  protein 
in  a  product  or  of  any  nutrition  claim 
or  information,  other  than  sodium  con¬ 
tent,  on  a  label  or  in  advertising  for  a 
food  subjects  the  label  to  the  require¬ 
ments  of  this  section,  and  in  labeling 
for  a  food  subjects  the  label  and  that 
labeling  to  the  requirements  of  this  sec¬ 
tion. 

(1)  Solicitation  of  requests  for  nutri¬ 
tion  information  by  a  statement  “For 

nutrition  information  write  to - 

_ ”  on  the  label  or  in  the 

labeling  or  advertising  for  a  food,  or  pro¬ 
viding  such  information  in  a  direct  writ¬ 
ten  reply  to  a  solicited  or  unsolicited 
request,  does  not  subject  the  label  or  the 
labeling  to  the  requirements  of  this  sec¬ 
tion  if  no  other  nutrition  claim  is  made 
on  the  label  or  in  other  labeling  or  ad¬ 
vertising,  if  the  reply  to  the  request  con¬ 
forms  to  the  requirements  of  this  sec¬ 
tion  and  contains  no  additional  nutrition 
information,  and  if  no  vitamin,  mineral, 
or  protein  is  added  to  the  food. 

(2)  If  any  vitamin  and/or  mineral  is 
added  to  a  food  so  that  a  single  serving 
provides  50  percent  or  more  of  the  U.S. 
Recommended  Daily  Allowance  (U.S. 
RDA)  for  adults  and  children  4  years  or 
more  of  age,  as  specified  in  §  125.1  of  this 
chapter,  of  any  one  of  the  added  vi¬ 
tamins  and/or  minerals,  unless  such  ad¬ 
dition  is  permitted  or  required  in  other 
regulations,  e.g.,  a  standard  of  identity 
or  nutritional  quality  guideline,  or  is 
otherwise  exempted  by  the  Commissioner 
the  food  shall  conform  to  the  standard 
or  identity  set  forth  in  §  80.1,  of  this 
chapter,  and  shall  also  conform  to  the 
labeling  established  in  §  80.1  of  this 
chapter,  except  that  the  labeling  estab¬ 
lished  in  paragraph  (c)  of  this  section 
including  the  order  for  listing  vitamins 
and  minerals  established  in  paragraph 
(c)  (7)  (iv)  of  this  section,  shall  be  used 
in  lieu  of  the  labeling  established  in  5  80.1 

(i)  (1)  of  this  chapter. 

(b)  All  nutrient  quantities  (including 
vitamins,  minerals,  calories,  protein,  car¬ 
bohydrate,  and  fat)  shall  be  declared  in 
relation  to  the  average  or  usual  serving 
or,  where  the  food  is  customarily  not 
consumed  directly,  in  relation  to  the 
average  or  usual  portion.  Another  col¬ 
umn  of  figures  may  be  used  to  declare 
the  nutrient  quantities  in  relation  to 
the  average  or  usual  amount  consumed 
on  a  daily  basis,  in  the  same  format  re¬ 
quired  in  paragraph  (c)  of  this  section 
for  the  serving  (portion),  where  reliable 
data  have  established  that  the  food  is 
customarily  consumed  more  than  once 
during  the  day  and  the  average  or  usual 
amount  so  consumed. 


(1)  The  term  “serving”  means  that 
reasonable  quantity  of  food  suited  for 
or  practicable  of  consumption  as  part  of 
a  meal  by  an  adult  male  engaged  in  light 
physical  activity,  or  by  an  infant  or  child 
under  4  years  of  age  when  the  article 
purports  or  is  represented  to  be  for  con¬ 
sumption  by  an  infant  or  child  under  4 
years  of  age.  The  term  “portion”  means 
the  amount  of  a  food  customarily  used 
only  as  an  ingredient  in  the  prepara¬ 
tion  of  a  meal  component  (e.g.,  y2  cup 
flour,  y2  tablespoon  cooking  oil  or  V4  cup 
tomato  paste) .  A  label  statement  regard¬ 
ing  a  serving  (portion)  shall  be  in  terms 
of  a  convenient  unit  of  such  food  or  a 
convenient  unit  of  measure  that  can  be 
easily  identified  as  an  average  or  usual 
serving  (portion)  and  can  be  readily 
understood  by  purchasers  of  such  food 
(e.g.,  a  serving  (portion)  may  be  ex¬ 
pressed  in  slices,  cookies,  or  wafers;  or 
in  terms  of  ounces,  fluid  ounces,  tea¬ 
spoonfuls,  tablespoonfuls,  or  cupfuls). 

(2)  A  teaspoonful  shall  be  considered 
to  mean  5  milliliters  (approximately  % 
fluid  oz.)  in  volume;  a  tablespoon  shall 
be  considered  to  mean  15  milliliters  (ap¬ 
proximately  V2  fluid  oz.)  in  volume;  and 
a  cupful  shall  be  considered  to  mean  240 
milliliters  (approximately  8  fluid  oz.)  in 
volume.  The  weight  of  the  serving  (por¬ 
tion)  may  also  be  expressed  in  grams. 

(3)  The  declaration  of  nutrient  quan¬ 
tities  shall  be  on  the  basis  of  the  food 
as  packaged.  Another  column  of  figures 
may  be  used  to  declare  the  nutrient 
quantities  on  the  basis  of  the  food  as 
consumed  after  cooking  or  other  prep¬ 
aration,  in  the  same  format  required 
in  paragraph  (c)  of  this  section  for  the 
food  alone:  Provided,  That  the  specific 
method  of  cooking  or  other  preparation 
shall  be  disclosed  in  a  prominent  state¬ 
ment  immediately  following  the  infor¬ 
mation  required  by  paragraph  (c)  of 
this  section. 

(c)  The  declaration  of  nutrition  in¬ 
formation  on  the  label  and  in  labeling 
shall  contain  the  following  information 
in  the  following  order,  using  the  head¬ 
ings  specified,  under  the  overall  heading 
of  “Nutrition  Information  Per  Serving 
(Portion).”  The  terms  “Per  Serving 
(Portion)”  are  optional  and  may  follow 
or  be  placed  directly  below  the  terms 
“Nutrition  Information.” 

(1)  “Serving  (portion)  size”:  A  state¬ 
ment  of  the  serving  (portion)  size. 

(2)  “Servings  (portions)  per  contain¬ 
er”:  The  number  of  servings  (portions) 
per  container. 

(3)  “Caloric  content”  or  “Calories”:  A 
statement  of  the  caloric  content  per  serv¬ 
ing  (portion),  expressed  to  the  nearest 
2-calorie  increment  up  to  and  including 
20  calories,  5-calorie  increment  above 
20  calories  and  up  to  and  including  50 
calories,  and  10-calorie  increment  above 
50  calories.  Caloric  content  shall  be 
determined  by  the  Atwater  method  as 
described  in  A.  L.  Merrill  and  B.  K.  Watt, 
“Energy  Value  of  Foods — Basis  and 
Derivation,"  USDA  Handbook  74  (1955).1 


1  Copies  may  be  obtained  from :  Division 
of  Nutrition  (BP-124) ,  Bureau  of  Foods,  Pood 
and  Drug  Administration,  200  C  Street  SW., 
Washington,  DC  20204. 


Caloric  content  may  be  calculated  on 
the  basis  of  4,  4,  and  9  calories  per  gram 
for  protein,  carbohydrate,  and  fat  re¬ 
spectively  unless  the  use  of  these  values 
gives  a  caloric  value  more  than  20  per¬ 
cent  greater  than  the  caloric  value  ob¬ 
tained  when  using  the  more  accurate 
values  determined  by  use  of  the  Atwater 
method  as  found  in  USDA  Handbook  74 
(1955). 

(4)  “Protein  content”  or  “Protein”:  A 
statement  of  the  number  of  grams  of 
protein  in  a  serving  (portion) ,  expressed 
to  the  nearest  gram.  Protein  content  may 
be  calculated  on  the  basis  of  the  factor 
of  6.25  times  the  nitrogen  content  of  the 
food  as  determined  by  the  appropriate 
method  of  analysis  of  the  Association  of 
Official  Analytical  Chemists,  11th  edi¬ 
tion,  1970,  except  when  the  official  pro¬ 
cedure  for  a  specific  food  requires  an¬ 
other  factor. 

(5)  “Carbohydrate  content”  or  “Car¬ 
bohydrate":  A  statement  of  the  number 
of  grams  of  carbohydrate  in  a  serving 
(portion)  expressed  to  the  nearest  gram. 

(6)  “Fat  content”  or  “Fat”:  A  state¬ 
ment  of  the  number  of  grams  of  fat  in  a 
serving  (portion)  expressed  to  the  near¬ 
est  gram.  Fatty  acid  composition,  choles¬ 
terol  content,  and  sodium  content  may 
also  be  declared  in  compliance  with 
§§  1.18  and  125.9  of  this  chapter. 

(i)  When  fatty  acid  composition  is 
declared,  the  information  on  fatty  acids 
required  by  §  1.18(c)  shall  be  placed  on 
the  label  immediately  following  the  state¬ 
ment  of  fat  content.  The  declaratory  in¬ 
formation  statement  required  by  §  1.18 

(d)  shall  be  placed  either  immediately 
following  the  statement  on  fat  and  fatty 
acids  or  shall  be  appropriately  referenced 
by  symbol  and  placed  immediately  fol¬ 
lowing  the  completed  nutrition  informa¬ 
tion  statement. 

(ii)  When  cholesterol  content  is  de¬ 
clared,  the  information  on  cholesterol 
required  by  §  1.18(b)  shall  immediately 
follow  the  statement  on  fat  content  (and 
fatty  acids,  is  stated).  The  declaratory 
information  statement  required  by  §  1.18 
(d)  shall  be  placed  either  immediately 
following  the  statement  on  cholesterol 
or  shall  be  appropriately  referenced  by 
symbol  and  placed  immediately  follow¬ 
ing  the  completed  nutrition  information 
statement. 

(iii)  When  both  fatty  acid  and  cho¬ 
lesterol  information  are  provided,  the 
declaratory  information  statement  may 
be  combined  as  permitted  by  §  1.18(d). 

(iv)  When  sodium  is  declared,  the  in¬ 
formation  on  sodium  required  by  §  125.9 
of  this  chapter  shall  be  placed  on  the 
label  immediately  following  the  state¬ 
ment  on  fat  content  (and  fatty  acid  and/ 
or  cholesterol,  if  stated). 

(7)  “Percentage  of  U.S.  Recommended 
Daily  Allowances  (U.S.  RDA)”:  A  state¬ 
ment  of  the  amount  per  serving  (portion) 
of  the  protein,  vitamins,  and  minerals, 
as  described  in  this  subparagraph,  ex¬ 
pressed  in  percentage  of  the  U.S.  Rec¬ 
ommended  Daily  Allowance  (U.S.  RDA) . 

(i)  The  percentages  shall  be  expressed 
in  2-percent  increments  up  to  and  in- 
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eluding  the  10-percent  level,  5-percent 
increments  above  10  percent  and  up  to 
and  including  the  50-percent  level,  and 
10-percent  increments  above  the  50-per¬ 
cent  level.  Nutrients  present  in  amounts 
less  than  2  percent  of  the  U.S.  RDA  may 
be  indicated  by  a  zero,  or  by  an  asterisk 
referring  to  another  asterisk  placed  at 
the  bottom  of  the  table  and  followed  by 
the  statement  “contains  less  than  2  per¬ 
cent  of  the  U.S.  RDA  of  this  (these)  nu¬ 
trient  (nutrients).”  However,  when  a 
product  contains  less  than  2  percent  of 
the  U.S.  RDA  for  each  of  five  or  more  of 
the  eight  nutrients  specified  in  subdivi¬ 
sion  (iii)  of  this  subparagraph,  the  man¬ 
ufacturer  or  distributor  may  choose  to 
declare  no  more  than  three  of  those  nu¬ 
trients  and  none  of  the  remainder  listed 
in  subdivision  (iv)  of  this  subparagraph. 
The  statement  “contains  less  than  2  per¬ 
cent  of  the  U.S.  RDA  of - ”,  list¬ 

ing  whichever  of  the  eight  nutrients  are 
present  at  less  than  2  percent  of  the 
U.S.  RDA  and  have  not  been  declared, 
shall  directly  follow  the  declared  nutrient 
in  the  same  type  size.  Any  nutrient  de¬ 
clared  shall  always  appear  in  the  order 
established  in  subdivision  (iv)  of  this 
subparagraph. 

(ii)  The  declaration  of  protein,  which 
shall  come  first,  shall  be  a  statement  of 
the  amount  per  serving  (portion)  of  pro¬ 
tein,  expressed  as  a  percentage  of  the 
U  S.  RDA. 

(a>  The  U.S.  RDA  of  the  protein  in  a 
food  product  is  45  grams  if  the  protein 
efficiency  ration  (PER)  of  the  total  pro¬ 
tein  in  the  product  is  equal  to  or  greater 
than  that  of  casern,  and  65  grains  if 
the  PER  of  the  total  protein  in  the  prod¬ 
uct  is  less  than  that  of  casein.  The  per¬ 
centage  of  the  U.S.  RDA  shall  be  declared 
as  described  in  subdivision  (i)  of  this 
subparagraph. 

<  b  >  Total  protein  with  a  PER  less  than 
20  percent  of  the  PER  of  casein  may  not 
be  stated  on  the  label  in  terms  of  per¬ 
centage  U.S.  RDA,  and  the  statement  of 
protein  content  in  grams  per  serving 
(portion)  under  subparagraph  (4)  of 
this  paragraph  shall  be  modified  by  the 
statement  "not  a  significant  source  of 
protein”  immediately  adjacent  to  the 
protein  content  statement  regardless  of 
the  actual  amount  of  protein  present. 

(iii)  The  declaration  of  vitamins  and 
minerals  as  a  percent  of  the  U.S.  RDA 
which  shall  follow  the  protein  declara¬ 
tion,  shall  include  vitamin  A,  vitamin  C, 
thiamine,  riboflavin,  niacin,  calcium,  and 
iron,  in  that  order,  and  shall  include  any 
of  the  other  vitamins  and  minerals  listed 
in  subdivision  (iv)  of  this  subparagraph 
when  they  are  added  and  may  list  any 
of  the  other  vitamins  and  minerals  listed 
in  subdivision  (iv)  of  this  subparagraph 
when  they  are  naturally  occurring  in  the 
order  listed  therein. 

(iv)  The  following  U.S.  Recommended 
Daily  Allowances  (U.S.  RDA)  and  no¬ 
menclature  are  established  for  these  vi¬ 
tamins  and  minerals,  essential  in  human 
nutrition: 

Vitamin  A,  6,000  International  Units. 

Vitamin  C,  60  milligrams.1 
Thiamine,  1.5  milligrams.* 


Riboflavin,  1.7  milligrams* 

Niacin,  20  mUllgrams. 

Calcium,  1.0  gram. 

Iron,  18  mUllgrams. 

Vitamin  D,  400  International  Units. 

Vitamin  E,  30  International  Units. 

Vitamin  Be,  2.0  milligrams. 

Folic  acid,  0.4  milligram.1 
Vitamin  Bn,  6  micrograms. 

Phosphorus,  1.0  gram. 

Iodine,  150  micrograms. 

Magnesium,  400  milligrams. 

Zinc,  15  milligrams. 

Copper,  2  milligrams. 

Biotin,  0.3  milligrams. 

Pantothenic  acid,  10  milligrams. 

These  nutrients  and  levels  have  been 
derived  by  the  Food  and  Drug  Adminis¬ 
tration  from  the  "Recommended  Dietary 
Allowances,”  published  by  the  Food  and 
Nutrition  Board.  National  Academy  of 
Sciences-National  Research  Council, 
and  are  subject  to  amendment  from  time 
to  time  as  more  information  on  human 
nutrition  becomes  available. 

(v)  No  claim  may  be  made  that  a 
food  is  a  significant  source  of  a  nutrient 
unless  that  nutrient  is  present  in  the 
food  at  a  level  equal  to  or  in  excess  of 
10  percent  of  the  U.S.  RDA  in  a  serving 
(portion).  No  claim  may  be  made  that 
a  food  is  nutritionally  superior  to  an¬ 
other  food  unless  it  contains  at  least  10 
percent  more  of  the  U.S.  RDA  of  the 
claimed  nutrient  per  serving  (portion). 

(d>  Products  with  separately  pack¬ 
aged  ingredients  or  to  which  other  in¬ 
gredients  are  added  by  the  user  may  be 
labeled  as  follows : 

(1)  If  a  product  is  comprised  of  two 
or  more  separately  packaged  ingredients 
enclosed  in  an  outer  container,  nutri¬ 
tion  labeling  of  the  total  product  shall 
be  located  on  the  outer  container  to 
provide  information  for  the  consumer  at 
the  point  of  purchase.  However,  when 
two  or  more  food  products  are  simply 
combined  together  in  such  a  manner 
that  no  outer  container  is  used,  or  no 
outer  label  is  available,  each  product 
shall  have  its  own  nutrition  informa¬ 
tion,  e.g.,  two  boxes  taped  together  or 
two  cans  combined  in  a  clear  plastic 
overwrap. 

(2)  If  a  food  is  commonly  combined 
with  another  ingredient(s)  before  eat¬ 
ing  and  directions  for  such  combina¬ 
tion  are  provided,  another  column  of 
figures  may  be  used  to  provide  a  list  of 
the  nutrient  contents  for  the  final  com¬ 
bination  in  the  same  format  required 
in  paragraph  (c)  of  this  section  for  the 
the  food  alone  (e.g.,  a  dry  ready-to- 
eat  cereal  may  be  described  with  one 
set  of  percentage  U.S.  RDA  values  for 
the  cereal  as  sold  (per  ounce),  and  an¬ 
other  set  for  the  cereal  and  milk  as  sug¬ 
gested  in  the  label  (per  ounce  of  cereal 
and  one-half  cup  of  vitamin  D  fortified 
whole  milk) ;  and  a  cake  mix  may  be 
labeled  with  one  set  of  percentage  U.S. 


*The  following  synonyms  may  be  added 
In  parentheses  Immediately  following  the 
Biotin,  0.3  milligram. 

Vitamin  C _ Ascorbic  acid 

Folic  acid _ Folacln 

Riboflavin _ Vitamin  B, 

Thiamine _ Vitamin  B, 


RDA  values  for  the  dry  mix  (per  serv¬ 
ing),  and  another  set  for  a  serving  of 
the  final  cake  when  prepared) .  The  type 
and  quantity  of  the  other  ingredient (s) 
to  be  added  by  the  user  to  the  product 
shall  be  specified. 

(e)  Compliance  with  this  section  shall 
be  determined  as  follows : 

(1)  A  collection  of  primary  containers 
or  units  of  the  same  size,  type,  and  style 
produced  under  conditions  as  nearly  uni¬ 
form  as  possible,  designated  by  a  com¬ 
mon  container  code  or  marking,  or  in 
the  absence  of  any  common  container 
code  or  marking  a  day’s  production,  con¬ 
stitutes  a  “lot.” 

(2)  The  sample  for  nutrient  analysis 
shall  consist  of  a  composite  of  12  sub¬ 
samples  (consumer  units),  taken  one 
from  each  of  12  different  randomly 
chosen  shipping  cases,  to  be  representa¬ 
tive  of  a  lot.  Composites  shall  be  analyzed 
by  Association  of  Official  Analytical 
Chemists  (AOAC)  methods  w'here  avail¬ 
able  or,  if  no  AOAC  method  is  avail¬ 
able,  by  reliable  and  appropriate  analyti¬ 
cal  procedures.  Alternative  methods  of 
analysis  may  be  submitted  to  the  Food 
and  Drug  Administration  to  determine 
their  acceptability. 

(3)  Two  classes  of  nutrients  are  de¬ 
fined  for  purposes  of  compliance: 

Class  I.  Added  nutrients  in  fortified  or  fabri¬ 
cated  foods. 

Class  II.  Naturally  occurring  (indigenous) 

nutrients. 

If  any  ingredient  which  contains  a  nat¬ 
urally  occurring  (indigenous)  nutrient  is 
added  to  a  food  the  total  amount  of  such 
nutrient  in  the  final  food  product  is 
subject  to  Class  II  requirements  unless 
the  same  nutrient  is  also  added. 

(4)  A  food  with  a  label  declaration 
of  a  vitamin,  mineral,  or  protein  shall 
be  deemed  to  be  misbranded  under  sec¬ 
tion  403(a)  of  the  act  unless  it  meets  the 
following  requirements: 

(i)  Class  I  vitamin,  mineral,  or  pro¬ 
tein.  The  nutrient  content  of  the  com¬ 
posite  is  at  least  equal  to  the  value  for 
that  nutrient  declared  on  the  label. 

(ii)  Class  n  vitamin,  mineral,  or  pro¬ 
tein.  The  nutrient  content  of  the  com¬ 
posite  is  at  least  equal  to  80  percent  of 
the  value  for  that  nutrient  declared  on 
the  label. 

Provided,  That  no  regulatory  action  will 
be  based  on  a  determination  of  a  nu¬ 
trient  value  which  falls  below  this  level 
by  a  factor  less  than  the  variability  gen¬ 
erally  recognized  for  the  analytical 
method  used  in  that  food  at  the  level 
involved. 

(5)  A  food  with  a  label  declaration  of 
calories,  carbohydrates,  or  fat  shall  be 
deemed  to  be  misbranded  under  section 
403(a)  of  the  act  unless  the  nutrient 
content  of  the  composite  is  no  greater 
tlian  20  percent  in  excess  of  the  value 
for  that  nutrient  declared  on  the  label. 

(6)  Reasonable  excesses  of  a  vitamin, 
mineral,  or  protein  over  labeled  amounts 
are  acceptable  within  good  manufactur¬ 
ing  practices.  Reasonable  deficiencies  of 
calories  or  fat  under  labeled  amounts 
are  acceptable  within  good  manufactur¬ 
ing  practices. 


FEDERAL  REGISTER,  VOL.  38,  NO.  49— WEDNESDAY,  MARCH  14,  1973 


RULES  AND  REGULATIONS 


6961 


(f)  Nutrition  information  provided  by 
a  manufacturer  or  distributor  directly  to 
professionals  (e.g.,  physicians,  dietitians, 
educators)  may  vary  from  the  require¬ 
ments  of  this  section  but  shall  also  con¬ 
tain  or  have  attached  to  it  the  nutrition 
information  exactly  as  required  by  this 
section. 

(g)  The  location  of  nutrition  infor¬ 
mation  on  a  label  shall  be  in  compliance 
with  §  1.8d. 

(h)  The  following  foods  are  exempt 
from  this  section  or  are  subject  to  special 
labeling  requirements : 

(1)  Except  where  expressly  covered  by 
§  125.5  of  this  chapter,  infant,  baby,  and 
junior-type  foods  marketed  and  pro¬ 
moted  for  children  under  4  years  of  age 
shall  include  nutrition  information  on 
the  label  and  in  labeling  in  compliance 
with  this  section  except  that  the  term 
“serving”  shall  mean  that  reasonable 
quantity  of  food  suited  for  or  practicable 
of  consumption  by  an  infant  or  child 
under  4  years  of  age  and  that  the  U.S. 
RDA  levels  for  infants  and  children  un¬ 
der  4  years  of  age  contained  in  §  125.1(b) 
of  this  chapter  shall  be  used  in  lieu  of 
the  U.S.  RDA  levels  contained  in  para¬ 
graph  (c)  (7)  (iv)  of  this  section.  For  the 
purposes  of  labeling  these  foods  with  a 
percent  of  the  U.S.  RDA  for  protein,  a 
value  of  20  grams  of  protein  shall  be  the 
U.S.  RDA  value  for  protein  with  a  pro¬ 
tein  efficiency  ratio  (PER)  equal  to  or 
greater  than  casein,  and  28  grams  if  the 
PER  of  the  protein  is  less  than  the  PER 
of  casein  but  greater  than  20  percent  of 
casein. 

(2)  Dietary  supplements,  the  nutri¬ 
ents  of  which  consist  solely  of  vitamins 
and/or  minerals,  shall  be  labeled  in  com¬ 
pliance  with  88  80.1  and  125.3  of  this 
chapter,  except  that  the  labeling  of  a 
dietary  supplement  in  food  form,  e.g.,  a 
breakfast  cereal,  shall  conform  to  the 
labeling  established  in  paragraph  (c)  of 
this  section,  including  the  order  for  list¬ 
ing  vitamins  and  minerals  established  in 
paragraph  (c)  (7)  (iv)  of  this  section,  in 
lieu  of  the  labeling  established  in  8  80.1 

(i)  (1)  of  this  chapter. 

(3)  Any  food  represented  for  use  as 
the  sole  item  of  the  diet  shall  be  labeled 
in  compliance  with  Part  125  of  this 
chapter. 

(4)  Poods  represented  for  use  solely 
under  medical  supervision  in  the  dietary 
management  of  specific  diseases  and  dis¬ 
orders  shall  be  labeled  in  compliance  with 
Part  125  of  this  chapter. 

(5)  Iodized  salt  shall  be  labeled  in  com¬ 
pliance  with  8  3.87  of  this  chapter  and 
when  used  in  a  food  does  not  subject  that 
food  to  labeling  under  this  section  if  it 
is  declared  in  the  ingredient  statement  by 
its  name  (iodized  salt)  and  neither  iodine 
nor  iodized  salt  is  otherwise  referred  to 
on  the  label  or  in  labeling  or  advertising. 

(6)  A  nutrient(s)  Included  in  food 
solely  for  technological  purposes  may  be 
declared  solely  in  the  ingredient  state¬ 
ment,  without  complying  with  this  sec¬ 
tion,  if  the  nutrient(s)  is  otherwise  not 
referred  to  on  the  label  or  in  labeling 
or  in  advertising. 

(7)  A  standardized  food  containing  an 
added  nutrient(s),  e.g.,  enriched  flour, 


and  included  in  another  food  as  a  com¬ 
ponent  may  be  declared  in  the  ingredient 
statement  by  its  standardized  name, 
without  compliance  with  this  section,  if 
neither  the  nutrient (s)  nor  the  compo¬ 
nent  is  otherwise  referred  to  on  the  label 
or  in  labeling  or  in  advertising. 

(8)  Pood  products  shipped  in  bulk  form 
for  use  solely  in  the  manufacture  of  other 
foods  and  not  for  distribution  to  con¬ 
sumers  in  such  bulk  form  or  container. 

(9)  Food  products  containing  an  added 
vitamin,  mineral,  or  protein,  or  for  which 
a  nutritional  claim  is  made  on  the  label 
or  in  labeling  or  in  advertising,  which 
are  supplied  for  institutional  food  serv¬ 
ice  use  only:  Provided,  That  the  manu¬ 
facturer  or  distributor  provides  the  nu¬ 
trition  information  required  by  this  sec¬ 
tion  directly  to  those  institutions  on  a 
current  basis. 

(i)  A  food  labeled  under  the  provisions 
of  this  section  shall  be  deemed  to  be  mis¬ 
branded  under  sections  201  (n)  and 
403(a)  of  the  act  if  its  labeling  repre¬ 
sents,  suggests,  or  implies: 

(1)  That  the  food  because  of  the  pres¬ 
ence  or  absence  of  certain  dietary  prop¬ 
erties,  is  adequate  or  effective  in  the 
prevention,  cure,  mitigation,  or  treatment 
of  any  disease  or  symptom. 

(2)  That  a  balanced  diet  of  ordinary 
foods  cannot  supply  adequate  amounts 
of  nutrients. 

(3)  That  the  lack  of  optimum  nutri¬ 
tive  quality  of  a  food,  by  reason  of  the 
soil  on  which  that  food  was  grown,  is 
or  may  be  responsible  for  an  inadequacy 
or  deficiency  in  the  quality  of  the  daily 
diet. 

(4)  That  the  storage,  transportation, 
processing,  or  cooking  of  a  food  is  or  may 
be  responsible  for  an  inadequacy  or  de¬ 
ficiency  in  the  quality  of  the  daily  diet. 

(5)  That  the  food  has  dietary  proper¬ 
ties  when  such  properties  are  of  no  sig¬ 
nificant  value  or  need  in  human  nutri¬ 
tion.  Ingredients  or  products  such  as 
rutin,  other  bioflavonoids,  para-amino- 
benzoic  acid,  inositol,  and  similar  sub¬ 
stances  which  have  in  the  past  been  rep¬ 
resented  as  having  nutritional  proper¬ 
ties  but  which  have  not  been  shown  to 
be  essential  in  human  nutrition  may  not 
be  combined  with  vitamins  and/or  min¬ 
erals,  added  to  food  label  in  accordance 
with  this  section,  or  otherwise  used  or 
represented  in  any  way  which  states  or 
implies  nutritional  benefit.  Ingredients 
or  products  of  this  type  may  be  marketed 
as  individual  products  or  mixtures  there¬ 
of  :  Provided,  That  the  possibility  of  nu¬ 
tritional,  dietary,  or  therapeutic  value 
is  not  stated  or  implied  (e.g.,  their  label¬ 
ing  does  not  state  that  their  usefulness 
in  human  nutrition  has  not  been  estab¬ 
lished  and  does  not  otherwise  disclaim 
nutritional,  dietary,  or  therapeutic 
value). 

(6)  That  a  natural  vitamin  in  a  food  is 
superior  to  an  added  or  synthetic  vita¬ 
min,  or  to  differentiate  in  any  way  be¬ 
tween  vitamins  naturally  present  from 
those  added. 

Effective  date.  All  labeling  ordered  af¬ 
ter  December  31,  1-973,  unless  extended 
by  the  Commissioner  on  petition  for  good 
cause  shown,  and  all  labeling  used  for 


products  shipped  in  interstate  commerce 
after  December  31,  1974,  shall  comply 
with  this  regulation.  (Secs.  201,  403, 
701(a),  52  Stat.  1040-1042  as  amended, 
1047,  1055;  21  U.S.C.  321,  343,  371(a).) 

Dated:  March  7, 1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

Note:  Incorporation  by  reference  provi- 
visions  approved  by  the  Director  of  the  Fed¬ 
eral  Register,  January  15,  1973. 

[FR  Doc.73-4671  Filed  3-13-73;8:45  am] 


PART  1— REGULATIONS  FOR  THE  EN¬ 
FORCEMENT  OF  THE  FEDERAL  FOOD, 
DRUG,  AND  COSMETIC  ACT  AND  THE 
FAIR  PACKAGING  AND  LABELING  ACT 

Labeling  of  Foods  With  Information  on 
Cholesterol  and  Fat  and  Fatty  Acid 
Composition 

In  the  Federal  Register  of  January  19, 
1973  (38  FR  2132),  the  Commissioner  of 
Food  and  Drugs  published  a  regulation 
relating  to  labeling  foods  with  informa¬ 
tion  on  cholesterol  and  fatty  acid  compo¬ 
sition.  The  regulation  reflected  the  com¬ 
ments  received  on  proposals  published 
on  June  15, 1971  (36  FR  11521),  concern¬ 
ing  cholesterol  and  fatty  acid  labeling. 
Thirty  days  were  provided  for  additional 
comments  on  technical  corrections  or 
modifications.  The  Commissioner  re¬ 
ceived  more  than  20  additional  com¬ 
ments  on  the  published  regulation. 

The  comments  from  manufacturers 
were  directed  toward  the  triggering  of 
nutrition  labeling  when  fatty  acid  label¬ 
ing  was  provided,  the  restrictions  on 
label  statements  other  than  those  pro¬ 
vided  for  in  the  regulation,  and  the  ana¬ 
lytical  procedures  to  be  used  for  de¬ 
termining  compliance.  Other  comments 
received  from  manufacturers  included  a 
request  to  allow  products  with  less  than 
2  grams  of  fat  in  a  serving  to  be  labeled 
with  fatty  acid  informaton;  a  request 
to  delete  the  words  “fatty  acid”  from 
the  required  heading  (i.e.,  “Polyunsat¬ 
urated  fatty  acid”)  and  to  use  the  word 
“fat”  instead:  a  request  to  delete  the 
statement  of  the  percent  of  calories  from 
fat  and  definition  of  servings;  and  a  re¬ 
quest  to  delete  the  required  statement 
which  makes  reference  to  physicians  ad¬ 
vising  the  use  of  diets. 

Two  comments  were  received  stating 
that  the  proposed  labeling  for  fat  was 
derogatory  that  no  lower  limit  for  fat 
content  was  proposed,  suggesting  that 
fat  was  not  a  valuable  ingredient.  It 
was  suggested  that  the  Commissioner 
establish  a  standard  for  the  percent  of 
calories  from  fat  so  that  a  food  could 
state  what  percent  of  this  daily  fat  stand¬ 
ard  it  contained  in  a  manner  similar  to 
that  permitted  for  protein. 

Comments  received  from  consumers 
or  consumer  representation  gave  strong 
support  to  the  cholesterol  and  fatty  acid 
labeling.  Their  comments  include  a  re¬ 
quest  that  complete  nutrition  labeling  be 
required  whenever  cholesterol  content 
was  stated,  that  the  ratio  of  polyunsatu¬ 
rated  to  saturated  fatty  acids  be  listed 
(P/S  ratio) ,  and  that  servings  be  defined. 
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After  considering  all  comments  and 
suggestions  for  change  submitted,  the 
Commissioner  has  concluded  to  make  a 
number  of  technical  modifications  to  the 
final  regulation,  as  outlined  in  the  fol¬ 
lowing  discussion. 

I.  Cholesterol  Labeling 

1.  The  suggestion  that  cholesterol 
labeling  also  require  nutrition  labeling 
was  based  on  the  contention  that  prod¬ 
ucts  listing  a  lower  cholesterol  content 
than  usually  found  for  that  product  class 
should  disclose  total  nutritional  value. 
The  Commissioner  concludes  that  there 
is  merit  in  this  suggestion,  in  that  it 
would  provide  consumers  with  the  same 
total  information  for  both  fatty  acids 
and  cholesterol.  In  reviewing  products 
for  which  cholesterol  labeling  would  pro¬ 
vide  consumers  with  useful  information, 
primarily  foods  from  those  classes  which 
are  major  contributors  to  dietary  choles¬ 
terol  of  fabricated  substitutes,  it  appears 
that  nutrition  labeling  would  serve  a  use¬ 
ful  purpose.  The  regulation  has  therefore 
been  changed  in  this  respect. 

The  combining  of  cholesterol  and  nu¬ 
trition  labeling  results  in  several  addi¬ 
tional  technical  changes  to  make  the  pro¬ 
visions  of  nutrition  labeling  apply  to  this 
section-.  In  this  issue  of  the  Federal 
Register,  the  Commissioner  is  also  pub¬ 
lishing  technical  modifications  to  the 
nutrition  labeling  regulations  of  §  1.17 
(21  CFR  1.17)  reflecting  the  additional 
comments  received  on  that  regulation. 
Several  of  the  proposed  changes  in  cho¬ 
lesterol  and  fatty  acid  labeling  are  dis¬ 
cussed  in  the  preamble  to  that  document 
and  are  incorporated  into  that  regula¬ 
tion.  These  include  provisions  for  using 
portions  as  well  as  servings,  a  partial 
exemption  for  institutional  food  prod¬ 
ucts,  and  a  provision  for  providing 
information  to  health  and  education 
professionals. 

2.  The  suggestion  was  made  that  cho¬ 
lesterol  content  be  declared  in  5-milli- 
gram  increments.  While  it  does  not 
appear  that  permitting  actual  values  for 
cholesterol  content  would  cause  any 
problem,  a  more  uniform  statement  of 
cholesterol  content,  in  5 -milligram  in¬ 
crements,  would  afford  consumers  a  more 
uniform  method  of  comparison.  The  reg¬ 
ulation  has  therefore  been  modified  to 
require  cholesterol  content  to  be  stated 
in  the  nearest  5-milligram  increment. 

3.  One  manufacturer  requested  that  a 
series  of  names  be  established  for  low, 
reduced,  or  cholesterol-free  products. 
The  Commissioner  does  not  at  this  time 
propose  to  attempt  to  establish  any  com¬ 
mon  names  of  this  type  on  his  own  initi¬ 
ative.  Manufacturers  with  products 
which  might  be  labeled  with  a  common 
or  usual  name  incorporating  such  state¬ 
ments  may  submit  an  appropriate  peti¬ 
tion  under  new  Part  102,  which  es¬ 
tablishes  a  procedure  for  adopting  a  com¬ 
mon  or  usual  name  for  a  food,  and  which 
is  published  elsewhere  in  this  issue  of  the 
Federal  Register.  Such  names  may  not 
be  false  or  misleading,  and  will  be  re¬ 
quired  to  provide  sufficient  information 


to  consumers  that  they  can  easily  iden¬ 
tify  the  product. 

n.  Fat  and  Fatty  Acid  Labeling 

1.  The  Food  and  Drug  Administration 
(FDA)  did  not  intend  to  suggest  that  the 
fat  portion  of  the  diet  was  unimportant. 
However,  the  Commissioner  concludes 
that  there  is  no  good  reason  at  this  time 
for  FDA  to  establish  a  U.S.  Recom¬ 
mended  Daily  Allowance  (U.S.  RDA)  for 
fat.  There  appears  to  be  no  deficiency  of 
fat  in  the  American  diet.  If  there  is  a 
need  for  a  standard  for  the  quality  of 
fat  in  the  diet,  it  would  be  more  appro¬ 
priate  to  request  that  the  Food  and  Nu¬ 
trition  Board  of  the  National  Academy 
of  Science  consider  establishment  of  such 
a  standard. 

With  respect  to  establishing  a  lower 
compliance  limit  for  fat  content,  the 
Commissioner  has  concluded  that  no 
exact  minimum  figure  is  needed  for  de¬ 
termining  compliance  with  the  label 
declaration  of  fat.  Manufacturers  will  be 
expected  to  follow  good  manufacturing 
practices  in  the  production  of  products, 
and  the  label  declaration  of  fat,  carbo¬ 
hydrates,  and  calories  will  reflect  such 
practices. 

2.  Several  manufacturers  and  associa¬ 
tions  requested  that  the  term  “fatty 
acid"  be  dropped  from  the  required  dec¬ 
laration,  on  the  basis  that  this  term 
w'ould  confus'-  consumers.  In  addition,  it 
was  pointed  out  that  the  calculation  of 
the  fatty  acid  class  was  in  fact  made  on 
the  basis  of  the  triglycerides,  not  the 
fatty  acids,  and  therefore  should  not  be 
referred  to  as  “fatty  acids.”  Comments 
were  also  received  asking  that  the  class 
“other  fatty  acids"  be  deleted. 

With  respect  to  the  use  of  the  term 
“fatty  acids,”  it  is  probably  true  that 
consumers  recognize  “polyunsaturated” 
and  “saturated”  in  relation  to  fat-modi¬ 
fied  diets,  and  the  more  technically  cor¬ 
rect  term  “fatty  acids”  could  be  con¬ 
fusing.  The  Commissioner  agrees  that  the 
deletion  of  the  term  “fatty  acids”  will  not 
result  in  any  misunderstanding  of  the 
label  by  consumers,  and  has  therefore 
changed  the  regulation. 

In  regard  to  deletion  of  the  term 
“other  fatty  acids”  there  is  only  limited 
comment  either  supporting  deletion  or 
requesting  retention  of  this  statement. 
With  the  deletion  of  the  term  “fatty 
acid,”  the  word  “other”  no  longer  can 
be  easily  understood,  and  might  be  mis¬ 
understood  to  mean  that  the  “other” 
category  has  some  special  value.  The 
original  intent  was  to  provide  a  means 
for  identifying  the  total  fat  content,  but 
it  appears  that  this  is  less  important 
than  reducing  the  danger  of  consumer 
confusion.  Thus,  the  category  of  “other 
fatty  acids”  has  been  deleted. 

3.  Two  comments  were  received  asking 
that  the  statement  on  the  percent  of 
calories  from  fat  be  deleted.  A  comment 
was  received  supporting  retention  of  this 
provision.  In  the  preamble  to  the  pub¬ 
lished  regulation,  reference  was  made 
that  percent  of  calories  from  fat  was  con¬ 
sidered  useful.  No  evidence  was  submit¬ 


ted  that  this  would  create  any  hardship. 
Accordingly,  no  change  is  made  in  the 
regulation  in  this  respect. 

4.  A  major  objection  related  to  the 
restrictions  on  any  other  statements  on 
cholesterol  and  fatty  acids  content  on 
the  label  or  in  labeling.  Manufacturers 
felt  that  such  restrictions  were  unreason¬ 
able,  and  that  they  had  a  right  to  pro¬ 
vide  such  information  if  it  was  true  and 
not  misleading.  Their  concern  was  that 
consumers  w'ould  not  be  able  easily  to 
identify  products  that  might  be  useful 
in  low  cholesterol  or  fat-modified  diets. 

The  Commissioner  concludes  that  un¬ 
restricted  statements  on  the  principal 
display  panel  highlighting  the  choles¬ 
terol  or  fatty  acid  content  overempha¬ 
size  these  components  and  could  mislead 
consumers  into  believing  that  the  medi¬ 
cal  basis  for  a  fat-modified  diet  has  been 
firmly  established.  However,  the  Com¬ 
missioner  also  recognizes  the  need  to 
identify  a  product  on  the  shelf  of  the 
food  store,  and  consideration  has  there¬ 
fore  been  given  to  how  this  best  can  be 
done.  For  purposes  of  identifying  a  prod¬ 
uct  which  has  cholesterol  or  fatty  acid 
information  on  the  label,  a  statement 
has  been  included  in  the  revised  regula¬ 
tion  which  can  appear  on  the  principal 
display  panel.  This  will  be  a  standard 
statement,  to  avoid  the  possibility  that 
every  manufacturer  would  use  a  differ¬ 
ent  statement,  thus  further  confusing 
the  consumers.  The  restriction  on  other 
statements  is  retained. 

5.  The  Commissioner  discussed  in  the 
preamble  to  the  January  19, 1973,  regula¬ 
tion,  the  need  for  limiting  fatty  acid 
labeling  to  foods  which  made  a  reason¬ 
able  contribution  to  the  total  daily  fat 
intake.  The  requirement  that  a  product 
provide  at  least  2  grams  of  fat  in  a  serv¬ 
ing  is  reasonable.  No  valid  reasons  or 
data  were  provided  to  support  changing 
this  limit,  and  it  has  been  retained  in  the 
regulation. 

6.  A  request  was  received  to  permit,  in 
fatty  acid  statements,  the  content  of 
fatty  acid  to  be  rounded  off  to  the  near¬ 
est  gram.  It  was  the  intent  of  the  Com¬ 
missioner  that  this  be  done,  and  this 
change  has  been  incorporated  into  the 
regulation. 

7.  Another  request  was  made  to  require 
the  polyunsaturate/saturate  content 
ratio  (P/S  ratio)  to  be  placed  on  the 
label.  This  was  fully  discussed  in  the 
preamble  to  the  regulation  as  published 
on  January  19,  1973.  The  Commissioner 
had  concluded  that  stating  the  content 
of  polyunsaturated  and  saturated  fatty 
acids  is  adequate.  Thus  no  change  is 
made  in  this  aspect  of  the  regulation. 

8.  The  deletion  of  mandatory  nutri¬ 
tion  labeling  when  fatty  acid  informa¬ 
tion  is  provided  was  requested  by  manu¬ 
facturers  and  trade  associations.  They 
were  particularly  concerned  with  the 
inclusion  of  full  nutrition  labeling  on 
products  such  as  vegetable  oils  and 
shortenings  where  the  product  contains 
only  fat  and  the  label  would  show  posi¬ 
tive  values  for  only  calories  and  fat,  and 
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zero  for  all  other  nutritional  compo¬ 
nents. 

The  Commissioner  considered  this 
problem  prior  to  publishing  the  final 
regulations  on  January  19,  1973,  and 
concluded  that  the  consumer  needs  full 
nutrition  labeling  in  order  to  evaluate 
products  bearing  fatty  acid  labeling.  The 
provision  for  nutrition  labeling  is  there¬ 
fore  retained  unchanged. 

9.  Several  manufacturers  requested 
deletion  of  the  required  statement  re¬ 
garding  physicians  advising  individuals 
to  use  modified  diets,  as  they  contended 
that  this  statement  would  be  misunder¬ 
stood  by  consumers.  A  comment  strongly 
supporting  the  statement  was  received 
from  a  consumer  organization  which  felt 
that  Individuals  considering  the  special 
Information  provided  by  fatty  acid  and 
cholesterol  labeling  should  be  reminded 
that  major  diet  changes  should  be  car¬ 
ried  out  under  medical  direction.  The 
Commissioner  concludes  that  it  is  es¬ 
sential  that  consumers  understand  that 
a  modified  diet  should  be  undertaken 
only  with  the  advice  and  guidance  of  a 
physician  and  only  as  a  total  program. 
The  required  label  statement  has  been 
retained  in  the  final  regulation. 

10.  Many  manufacturers  objected  to 
the  use  of  the  Canadian  Food  and  Drug 
Directorate  Method  FA-59  for  deter¬ 
mining  the  level  of  cls.cls-methylene- 
lnterrupted  polyunsaturated  fatty  acid 
as  part  of  the  compliance  program.  The 
concerns  expressed  by  those  manufac¬ 
turers  were  essentially  the  same  as  those 
stated  in  response  to  the  proposal  pub¬ 
lished  June  15,  1971.  In  the  preamble 
to  the  January  19,  1973,  regulation,  the 
Commissioner  stated  in  the  discussion 
of  this  question  that  FDA  had  modified 
the  procedure  so  that  it  could  be  applied 
to  products  covered  by  this  regulation. 
Copies  of  these  modifications  will  be 
made  available  to  Interested  parties 
upon  request  to  the  Bureau  of  Foods, 
Food  and  Drug  Administration,  200  C 
Street  SW.,  Washington,  DC  20204.  The 
principal  reason  for  using  the  method 
adopted  for  cis.cis-methylene-inter- 
rupted  polyunsaturated  fatty  acids  is 
to  eliminate  interference  from  trans 
forms  of  the  polyunsaturated  fatty  acids. 
Use  of  the  Association  of  Official  Analyti¬ 
cal  Chemists  (AOAC)  methods  for  poly¬ 
unsaturated  fatty  acids  determinations 
will  also  be  acceptable  where  trans  forms 
are  not  present.  The  Commissioner  has 
also  stated  in  the  regulation  that  alter¬ 
native  methods  of  analysis  may  be  sub¬ 
mitted  to  FDA  for  determination  of 
their  acceptability,  and  he  encourages 
manufacturers  to  use  this  route  to  han¬ 
dle  specific  problems  of  analysis  on  in¬ 
dividual  food  products.  The  reference  to 
methods  for  analysis  in  the  regulation 
has  therefore  been  retained. 

Accordingly,  having  considered  the 
additional  comments  received  and  other 
relevant  information,  the  Commissioner 
concludes  that  new  §  1.18  as  promul¬ 
gated  in  the  Federal  Register  of  Janu¬ 
ary  19,  1973  (38  FR  2132),  should  be 
repromulgated  to  reflect  the  technical 
modifications  discussed  above. 


Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201,  403,  701(a),  52  Stat.  1040- 
1042  as  amended,  1047-1048  as  amended, 
1055;  21  UJ3.C.  321,  343,  371(a))  and 
under  authority  delegated  to  the  Com¬ 
missioner  (21  CFR  2.120),  5  1.18  as 
promulgated  on  January  19,  1973  (38  FR 
2132) ,  is  amended  to  read  as  follows: 

§  1.18  Labeling  of  foods  in  relation  to 
fat,  fatty  acid,  and  cholesterol  con¬ 
tent. 

(a)  Implicit  or  explicit  claims  for  the 
value  of  food  in  preventing  or  treating 
heart  or  artery  disease  can  be  mislead¬ 
ing  to  consumers.  However,  a  significant 
segment  of  the  medical  community  is 
recommending  that  individuals  modify 
their  total  diet  by  eliminating  certain 
foods  or  by  replacing  certain  foods  with 
others  in  order  to  effect  changes  in  the 
levels  of  blood  components.  Although 
there  have  been  no  definitive  studies 
which  have  demonstrated  beyond  doubt 
that  extensive  changes  in  the  consump¬ 
tion  of  fat  and  cholesterol  by  the  general 
public  are  desirable,  it  is  nevertheless 
appropriate  to  provide  for  informative 
labeling  which  will  help  individuals  to 
identify  foods  for  inclusion  in  fat- 
modified  diets  recommended  by  physi¬ 
cians.  It  is  also  appropriate  to  prohibit 
label  statements  which  misrepresent 
specific  foods  as  being,  of  themselves,  of 
value  in  the  control  of  the  levels  of  these 
blood  components  or  in  the  control  of 
heart  or  artery  disease. 

(b)  A  food  label  or  labeling  may  in¬ 
clude  a  statement  of  the  cholesterol  con¬ 
tent  of  the  food:  Provided,  That  it  meets 
the  following  conditions: 

(1)  The  food  is  labeled  in  compliance 
with  the  provisions  of  S  1.17. 

(2)  The  following  information  is  in¬ 
cluded  in  the  following  order,  in  ac¬ 
cordance  with  the  provisions  of  5  1.17 

(c)  (6)  (ii) : 

(i)  The  cholesterol  content,  stated  to 
the  nearest  5-milligram  increment  per 
serving. 

(ii)  The  cholesterol  content,  stated  to 
the  nearest  5-milligram  Increment  per 
100  grams  of  the  food. 

(iii)  The  statement  required  by  para¬ 
graph  (d)  of  this  section. 

(c)  A  food  label  or  labeling  may  in¬ 
clude  information  on  the  fatty  acid  con¬ 
tent  of  the  food :  Provided,  TTiat  it  meets 
the  following  conditions: 

(1)  The  food  contains  10  percent  or 
more  fat  on  a  dry  weight  basis  and  not 
less  than  2  grams  of  fat  in  an  average 
serving.  Any  food  containing  less  than 
10  percent  total  fat  on  a  dry  weight 
basis  and/or  containing  less  than  2 
grams  of  fat  in  a  serving  is  not  suitable 
for  use  by  man  as  a  means  of  regulating 
the  intake  of  fatty  acids. 

(2)  The  food  is  labeled  in  compliance 
with  §  1.17  and  the  following  informa¬ 
tion  is  included  in  the  following  order 
in  accordance  with  5  1.17(c)  (6)  (ii) : 

(i)  The  total  fat  content  in  terms  of 
the  percentage  of  the  total  calories  in 
the  food  provided  by  fat  with  the  head¬ 
ing  "Percent  of  calories  from  fat." 


(ii)  The  amount  of  fatty  acids,  calcu¬ 
lated  as  the  triglycerides,  shall  be 
stated  in  grams  per  serving  to  the  near¬ 
est  gram  in  the  following  two  categories, 
stated  with  the  following  headings,  in 
the  following  order,  and  displayed  in 
equal  prominence: 

(a)  Cis,  cis  -  methylene  -  interrupted 
polyunsaturated  fatty  acids,  stated  as 
“Polyunsaturated” ; 

(b)  The  sum  of  lauric,  myristic,  pal¬ 
mitic,  and  stearic  acids,  stated  as  “Satu¬ 
rated";  and 

(iii)  The  statement  required  by  para¬ 
graph  (d)  of  this  section. 

(d)  A  food  labeled  in  accordance  with 
paragraph  (b)  or  (c)  of  this  section 
shall  display  the  following  statement  on 
the  label:  “Information  on  fat  (and/or 
cholesterol,  where  appropriate)  content 
is  provided  for  individuals  who,  on  the 
advice  of  a  physician,  are  modifying  their 
total  dietary  intake  of  fat  (and/or  cho¬ 
lesterol,  where  appropriate) .” 

(e)  Compliance  with  this  section  shall 
be  determined  as  follows : 

(1)  A  collection  of  primary  contain¬ 
ers  or  units  of  the  same  size,  type,  and 
style  produced  under  conditions  as  nearly 
uniform  as  possible,  designated  by  a 
common  container  code  or  marking  or, 
in  the  absence  of  any  common  container 
code  or  marking,  a  day’s  production, 
constitutes  a  “lot." 

(2)  The  sample  for  analysis  shall  con¬ 
sist  of  a  composite  of  12  subsamples 
(consumer  units),  taken  one  from  each 
of  12  different  randomly  chosen  shipping 
cases,  to  be  representative  of  a  lot. 

(3)  Composites  shall  be  analyzed  for 
fat  and  saturated  fatty  acids  by  the 
methods  of  the  Association  of  Official 
Analytical  Chemists  (AOAC) .  The  meth¬ 
ods  for  fat,  fatty  acids,  and  cholesterai 
will  be  those  of  the  Association  of  Official 
Analytical  Chemists  (AOAC),  or  other 
reliable  and  appropriate  methods.  Alter¬ 
native  methods  of  analysis  may  be  sub¬ 
mitted  to  the  Food  and  Drug  Adminis¬ 
tration  to  determine  their  acceptability. 
The  determination  of  cis.cis-methylene- 
interrupted  polyunsaturated  fatty  acids 
will  be  the  Canadian  Food  and  Drug  Di¬ 
rectorate  Method  FA-59 1  for  cis.cis- 
methylene-interrupted  fatty  acid. 

(4)  A  food  with  a  label  declaration  of 
cholesterol  content  shall  be  deemed  to 
be  misbranded  under  section  403(a)  of 
the  act  if  the  content  of  the  composite 
is  greater  than  20  percent  in  excess  of 
the  value  for  the  cholesterol  content  de¬ 
clared  on  the  label. 

(5)  A  food  with  a  label  declaration  of 
fat  content  shall  be  deemed  to  be  mis¬ 
branded  under  section  403(a)  of  the  act 
if  the  content  of  the  composite  is  greater 
than  20  percent  in  excess  of  the  value  for 
the  fat  content  declared  on  the  label  or 
less  than  required  by  good  manufactur¬ 
ing  practices. 

(6)  A  food  with  a  label  declaration  of 
fatty  acid  content  shall  be  deemed  to  be 


1  Copies  of  the  method  may  be  obtained  by 
writing  to  Division  of  Nutrition,  BF-I24,  Bu¬ 
reau  of  Foods,  Food  and  Drug  Administra¬ 
tion,  200  C  Street  SW.,  Washington,  DC  20204. 
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misbranded  under  section  403(a)  of  the 
act  if  the  content  of  the  composite  Is 
greater  than  20  percent  in  excess  of  the 
value,  or  less  than  80  percent  of  the  val¬ 
ue,  for  the  fatty  acid  content  declared 
on  the  label. 

(f)  Label  statements  made  in  accord¬ 
ance  with  paragraphs  (b),  (c),  or  (d)  of 
this  section  shall  comply  with  the  re¬ 
quirements  of  §  1.8d,  but  in  no  case  may 
they  be  printed  in  larger  than  the  mini¬ 
mum  size  type  required  by  the  provisions 
of  5  1.8b  for  the  declaration  of  net  quan¬ 
tity  of  oontents. 

(g)  No  label  or  labeling  may  contain  a 
claim  indicating,  suggesting,  or  implying 
that  the  product  will  prevent,  mitigate, 
or  cure  heart  or  artery  disease  or  any  at¬ 
tendant  condition.  The  principal  display 
panel  of  the  label  may  state  “cholesterol 

(fat)  information  appears - 

the  blank  to  be  filled  in  with  a  phrase 
stating  where  the  information  is  con¬ 
tained.  The  statement  shall  appear  in 
one-sixteenth-inch  type  size  or  in  the 
alternative  in  a  type  size  no  larger  than 
one-half  the  minimum  type  size  re¬ 
quired  for  the  declaration  of  net  quan¬ 
tity  of  contents  by  the  provisions  of  §  1.8b 
of  this  chapter. 

(h)  Any  label  or  labeling  containing 
a  statement  on  cholesterol  and  fatty  acid 
content  not  in  conformity  with  this  sec¬ 
tion  shall  be  deemed  to  be  misbranded 
under  sections  201(n)  and  403(a)  of  the 
act. 

Effective  date.  All  labeling  ordered  af¬ 
ter  December  31.  1973,  and  all  labeling 
used  for  products  shipped  in  interstate 
commerce  after  December  31,  1974,  shall 
comply  with  this  regulation. 

(Secs.  301.  403.  701(a).  63  Stat.  1040-1043 
m  amended.  1047-1048  as  amended,  1065; 
21  UJS.C.  331,343,  371(a)) 

Dated:  March  7.  1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

Note:  Incorporation  by  reference  pro¬ 
visions  approved  by  the  Director  of  the 
Federal  Register,  January  15,  1973. 

[FR  Doc.73-4672  Filed  3-13-73:8:45  am] 

COMMON  OR  USUAL  NAMES  FOR 
NONSTANDARDIZED  FOODS 

In  the  Federal  Register  of  June  22, 
1972  (37  FR  12327),  the  Commissioner 
of  Food  and  Drugs  proposed  a  procedure 
for  the  establishment  by  regulation  of 
common  or  usual  names  for  foods.  The 
Commissioner  also  proposed  to  establish 
a  common  or  usual  name  for  seafood 
cocktails,  to  Include  the  percentage  of 
the  characterizing  seafood  ingredient(s) . 

Seventy-nine  comments  were  received 
in  response  to  the  proposal.  Forty-eight 
comments  (including  two  consumer 
comments  bearing,  respectively.  132  and 
50  signatures)  endorsed  the  proposal. 
Of  these.  21  suggested  additional  re¬ 
quirements.  Twelve  comments  were  in 
opposition  to  the  proposal.  Nineteen 
expressed  neither  endorsement  nor  op¬ 
position,  but  requested  modification, 


clarification,  specific  exemptions,  or  ad¬ 
ditional  requirements. 

The  Commissioner  has  evaluated  all 
the  comments.  The  points  raised  and 
the  Commissioner’s  responses  are  as 
follows: 

1.  Twenty-eight  requests  were  made 
that  the  proposal  be  expanded  to  include 
additional  labeling  requirements  such 
as  the  percentage  of  all  ingredients  for 
all  foods;  the  percentage  of  primary  in¬ 
gredients  for  all  foods:  the  percentage  of 
fats,  carbohydrates,  and  proteins;  the 
vitamin  and  mineral  content;  and  the 
specific  source  of  ingredients. 

The  Commissioner  concludes  that  per¬ 
centage  labeling  of  ingredients  should 
be  restricted  to  situations  where  this 
information  has  a  material  bearing  on 
price  or  consumer  acceptance  of  the 
food,  or  where  such  information  may 
prevent  deception.  Labeling  the  per¬ 
centage  of  all  ingredients  would  be  ex¬ 
tremely  costly  and  wrould  provide  no 
proven  benefits  to  consumers.  A  mech¬ 
anism  for  estalishing  a  regulation 
requiring  labeling  of  the  percentage  of 
all  “primary”  ingredients  that  have  a 
material  bearing  on  the  price  or  con¬ 
sumer  acceptance  is  provided  for  in  this 
regulation. 

Since  receipt  of  the  comments  relat¬ 
ing  to  this  matter,  the  Commissioner  has 
published  regulations  in  the  Federal 
Register  of  January  19,  1973  (38  FR 
2125),  relating  to  nutrition  labeling. 
Labeling  the  specific  source  of  ingredi¬ 
ents  is  still  under  consideration  and  is 
not  the  subject  of  this  regulation. 

2.  Several  objections  were  made  on 
the  ground  that  authority  for  establish¬ 
ing  the  common  or  usual  name  does  not 
exist  outside  of  section  401  of  the  act. 
The  objections  were  as  follows: 

a.  There  is  no  legal  basis  for  the  ap¬ 
plication  of  section  201  (n)  of  the  act  to 
the  establishment  of  common  or  usual 
names. 

b.  A  product  containing  a  substantial 
and  adequate  quantity  of  a  character¬ 
izing  ingredient  does  not  need  the 
amount  disclosed,  since  this  is  not  a 
“material  fact”  within  the  meaning  of 
section  201(n). 

c.  The  proposal  establishes,  with  no 
authority,  a  new  method  of  promulgat¬ 
ing  standards  of  identity. 

d.  The  proposal  is  contrary  to  con¬ 
gressional  Intentions  that  the  common  or 
usual  name  shall  be  established  only 
under  section  401  with  safeguards  of 
section  701(e)  of  the  act. 

The  Food  and  Drug  Administration 
(FDA)  has,  in  the  past,  determined  the 
name  of  a  specific  product,  and  required 
the  percentage  labeling  of  specific  in¬ 
gredients  under  sections  201  (n),  403,  and 
701(a)  of  the  act  (e.g.,  21  CFR  1.10(d), 
3.6,  3.34,  and  3.70,  of  which  the  latter 
three  are  revoked  by  this  order  and 
transferred  to  new  Part  102).  After  re¬ 
viewing  all  comments,  the  Commissioner 
concludes  that  the  statutory  provisions 
contain  ample  authority  for  the  estab¬ 
lishment  of  common  or  usual  names  that 
may  or  may  not  Include  the  percentage 


of  any  characterizing  ingredient  (s) ,  and 
that  the  regulation  is  well  within  the  con¬ 
gressional  intent. 

The  Commissioner  does  not  agree  that 
the  disclosure  of  the  amount  of  a  char¬ 
acterizing  ingredient  is  not  a  “material 
fact”  within  the  meaning  of  section  201 
(n) .  Disclosure  of  this  fact  is  often  neces¬ 
sary  for  the  consumer  to  choose  between 
two  competing  products  when  the 
amount  of  the  ingredient  is  important  to 
the  value  of  the  food. 

The  Commissioner  agrees  that  a  name 
may  be  determined  by  regulation  through 
the  establishment  of  a  standard  of  iden¬ 
tity  under  section  401  of  the  act.  and  pro¬ 
poses  to  continue  utilizing  this  alterna¬ 
tive  method  whenever  appropriate.  Sec¬ 
tion  401  does  not,  however,  preclude  the 
establishment  of  a  common  or  usual 
name  under  other  sections  of  the  act. 

In  response  to  several  objections  that 
there  are  no  provisions  in  the  proposal 
for  formal  hearings,  the  Commissioner 
notes  that  no  hearing  is  required  by  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
or  the  Administrative  Procedure  Act  for 
regulations  promulgated  pursuant  to  sec¬ 
tion  701(a)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act.  The  Commissioner 
concludes  that  there  is  sufficient  oppor¬ 
tunity  for  public  participation  in  the  de¬ 
velopment  of  regulations  establishing  a 
common  or  usual  name.  Any  Interested 
person  may  submit  a  petition  to  establish 
a  common  or  usual  name.  Any  proposal 
published  in  the  Federal  Register  will 
allow  at  least  60  days  for  comment.  Inter¬ 
ested  persons  may  submit  counterpro¬ 
posals,  or  may  discuss  any  proposal  with 
FDA  officials,  or  may  request  an  informal 
hearing,  which  may  be  granted  if  good 
cause  is  shown.  The  regulation  establish¬ 
ing  the  common  or  usual  name  for 
Greenland  turbot  was  published  after 
such  an  informal  hearing.  All  informa¬ 
tion  that  could  be  produced  at  a  formal 
hearing  can  be  submitted  In  comments, 
and  the  requirement  of  a  formal  hearing 
would  serve  only  to  delay  new  regula¬ 
tions.  The  Commissioner  concludes  that 
neither  a  formal  hearing  nor  an  informal 
hearing  in  every  case  would  be  in  the 
public  interest. 

3.  Several  comments  argued  that  there 
is  no  need  for  new  regulations  estab¬ 
lishing  the  common  or  usual  name  of 
foods,  because  this  can  be  done  through 
a  standard  of  identity.  The  Commis¬ 
sioner  concludes  that  standards  of 
identity  are  appropriate  and  useful,  and 
will  continue  to  be  promulgated,  where 
there  is  a  need  to  prescribe  the  entire 
compositional  requirements  for  a  food, 
in  addition  to  the  name  of  the  food. 
Often,  however,  there  is  a  need  simply  to 
establish  a  uniform  and  informative 
name  for  a  food  without  the  composi¬ 
tional  aspects  of  a  food  standard  and.  in 
these  instances,  a  food  standard  is 
inappropriate. 

4.  Many  industry  representatives  rec¬ 
ommended  that  the  proposal,  if  adopted, 
be  amended  to  Include  clarification  re¬ 
garding  the  Intended  application  of  the 
regulation.  The  matters  suggested  for 
clarification  may  be  stated  as  follows : 
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a.  Will  the  common  or  usual  name  of 
all  nonstandardized  foods  be  established 
where  no  such  name  now  exists? 

b.  How  will  names  for  “like”  products 
and  “similar”  products  be  selected  with¬ 
out  defining  such  products? 

c.  What  would  prevent  a  firm  from 
developing  a  food  similar  to  a  standard¬ 
ized  food  but  giving  it  a  different  name 
by  adding  the  percent  of  characterizing 
Ingredients  to  the  label? 

Common  or  usual  names  will  not  be 
established  under  Subpart  B  of  Part  102 
for  all  nonstandardized  foods.  Such 
names  will  be  established  by  such  regula¬ 
tion  only  when  it  is  necessary  fully  to 
inform  the  consumer,  or  where  different 
names  are  used  for  the  same  product  by 
different  manufacturers. 

Common  or  usual  names  for  “like”  or 
"similar”  products,  where  none  now  ex¬ 
ists,  may  be  proposed  under  the  provi¬ 
sions  of  this  regulation  and  will  reflect 
the  reasonable  expectations  of  consum¬ 
ers.  The  name  itself  will  accurately 
identify  or  describe  the  basic  nature  or 
characterizing  properties  of  the  food  in 
a  way  that  will  distinguish  it  from  other 
foods. 

A  food  that  purports  to  be  a  standard¬ 
ized  food  does  not  cease  purporting  to  be 
a  standardized  food  merely  because  its 
label  bears  the  percent  of  characterizing 
ingredients.  The  label  of  a  food  which 
neither  purports  to  be  nor  is  represented 
as  being  a  standardized  food  must  bear 
on  the  label  its  common  or  usual  name, 
which  may  not  be  false  or  misleading. 
Nor  may  a  manufacturer  avoid  a  stand¬ 
ard  merely  by  adding  an  ingredient  not 
permitted  in  the  standard  unless  that 
ingredient  substantially  changes  the  na¬ 
ture  or  characteristics  of  the  food.  Thus, 
addition  of  another  nutrient  to  an  en¬ 
riched  standardized  food  would  not  be 
permissible  (“Federal  Security  Admin¬ 
istrator  v.  Quaker  Oats  Co.,”  318  U.S.  218 
(1942) ) .  Use  of  a  new  method  or  process, 
with  or  without  an  added  artificial 
sweetener,  to  produce  a  substantial  re¬ 
duction  in  calories  would,  on  the  other 
hand,  result  in  the  new  product  not 
purporting  to  be  the  standardized  food 
if  a  distinctive  descriptive  name  is  used 
and  the  food  is  not  an  “imitation”  under 
proposed  new  §  1.8(e)  (38  FR  2138). 

The  Commissioner  recognizes  that 
there  will  inevitably  be  close  questions 
in  specific  instances.  The  FDA  urges  con¬ 
sumer  and  industry  representatives  to 
work  together  on  resolving  these  matters. 
Where  there  exists  a  lack  of  uniformity 
in  the  names  used  for  a  class  of  food, 
or  where  the  name  used  is  not  sufficiently 
informative,  or  where  the  FDA  is  re¬ 
quested  to  provide  an  opinion,  the  FDA 
will  propose  a  regulation  to  settle  the 
matter. 

5.  Several  comments  and  requests  for 
clarification  were  received  relative  to  the 
term  "characterizing  ingredient.”  These 
comments  and  requests  for  clarification 
may  be  stated  as  follows: 

a.  What  is  a  "characterizing  ingredi¬ 
ent”?  Isn’t  each  ingredient  added  to  a 
food  “characterizing”  to  some  degree? 


b.  What  degree  of  accuracy  is  required 
when  determining  the  percentage  of  the 
characterizing  ingredient? 

c.  At  what  stage  of  the  manufacturing 
process  is  the  determination  of  the  per¬ 
centage  of  the  characterizing  ingredient 
made? 

d.  How  is  the  common  or  usual  name 
of  the  characterizing  ingredient  de¬ 
termined? 

The  regulation  makes  clear  that  a 
“characterizing  ingredient”  which  is  re¬ 
quired  to  be  labeled  by  percentage  is  one 
whose  proportion  in  the  food  has  a  ma¬ 
terial  bearing  on  price  or  consumer  ac¬ 
ceptance  or  which  a  consumer  might 
otherwise  believe  to  be  present  in  an 
amount  greater  than  is  actually  the  case. 
Thus,  although  a  flavor  may  be  “charac¬ 
terizing”  in  many  instances,  it  is  not  the 
type  of  characterizing  ingredient  which 
would  require  either  percent  declaration 
or  a  declaration  of  absence  (although  it 
would  be  required  to  be  declared  in  ac¬ 
cordance  with  the  provisions  of  §  1.12 
(38  FR  2139) ).  Similarly,  the  amount  of 
flour  in  bread  would  not  be  regarded  as 
sufficiently  important  to  require  per¬ 
centage  labeling. 

The  declaration  of  the  percentage  of 
a  characterizing  ingredient  must  accur¬ 
ately  express  the  amount  of  the  ingredi¬ 
ent  contained  in  the  food.  Reasonable 
excesses  over  labeled  amounts  are  accept¬ 
able  within  the  limits  of  good  manufac¬ 
turing  practice.  The  percentage  of  a 
characterizing  ingredient  present  in  a 
food  shall  be  determined  on  the  basis  of 
its  quantity  in  the  finished  product  (i.e., 
weight/weight  in  the  case  of  solids,  or 
volume/ volume  in  the  case  of  liquids) 
unless  otherwise  provided  in  an  individ¬ 
ual  regulation. 

The  common  or  usual  name  of  a 
characterizing  ingredient  will  be  the  ac¬ 
cepted  name  of  the  ingredient  in  com¬ 
mon  use  at  the  time  a  proposal  is  made 
to  establish  labeling  requirements  for  the 
ingredient.  The  name  of  the  ingredient 
will  ordinarily  be  included  in  a  regula¬ 
tion  under  Subpart  B  of  F*art  102. 

6.  Some  comments  contended  that  the 
minimum  type  size  requirement  is  un¬ 
necessary  and  unreasonable,  particularly 
with  respect  to  small  labels.  Both  lesser 
and  minimum  type  sizes  were  suggested. 
The  act  requires  prominence  of  manda¬ 
tory  information,  and  the  Commissioner 
concludes  that  the  regulations  should  de¬ 
fine  the  type  size  required  for  the  neces¬ 
sary  prominence.  The  final  regulation 
therefore  retains  the  type  size  require¬ 
ment,  but  provides  that  any  interested 
person  may  petition  the  Commissioner 
to  establish,  where  justified,  a  smaller 
type  size  for  the  required  information. 

7.  Comments  and  requests  for  modifi¬ 
cation  were  received  about  the  manner  in 
which  the  percentage  declaration  was 
proposed  to  be  set  forth.  These  may  be 
stated  as  follows: 

a.  The  proposal  should  be  modified  to 
allow  the  word  “percent”  to  be  expressed 
by  the  symbol 

b.  The  word  “containing”  should  not 
be  mandatory,  since  it  will  be  impossible 


to  place  this  word  on  labels  of  small 
packages  and  it  is  not  essential  to  the 
declaration. 

The  Commissioner  agrees  with  both 
of  these  comments  and  the  regulation 
has  been  changed  accordingly. 

8.  Some  comments  contended  that  the 
proposal  could  interfere  with  this  coun¬ 
try’s  acceptance  of  the  Codex  Alimen- 
tarius  standards.  The  Commissioner  con¬ 
cludes  that  promulgation  of  regulations 
establishing  the  common  or  usual  name 
of  a  food  will  not  prevent  consideration 
of  standards  recommended  by  the  Codex 
Alimentarius  Commission.  Whether  a 
particular  Codex  standard  is  to  be  ac¬ 
cepted  by  this  country  will  be  decided  on 
a  case-by-case  basis,  regardless  of 
whether  a  common  or  usual  name  has 
been  established  by  regulation  for  the 
food.  If,  subsequent  to  the  promulgation 
of  a  regulation  establishing  a  common  or 
usual  name,  a  Codex  Standard  is  adopted 
by  establishing  or  amending  a  U.S.  food 
standard,  such  action  would  have  the 
effect  of  superseding  or  revising,  as  nec¬ 
essary,  the  original  regulation.  The  Com¬ 
missioner  therefore  concludes  that  the 
proposal  will  not  interfere  or  conflict 
with  acceptance  by  this  country  of  Co¬ 
dex  Standards. 

9.  Eight  respondents  contended  that 
other  factors  such  as  count,  size,  and 
quality  may  be  factors  of  equal  or  greater 
importance  in  determining  value  than 
the  percentage  of  the  characterizing  in¬ 
gredient.  The  Commissioner  agrees  that 
characteristics  other  than  percentage 
may  influence  both  price  and  consumer 
acceptance.  The  establishment  of  in¬ 
formative  common  or  usual  names  will 
make  new  information  available  to  the 
consumer  without  subtracting  from,  or 
otherwise  affecting,  any  other  informa¬ 
tion  or  means  by  which  the  consumer 
judges  acceptability.  Nothing  in  this  reg¬ 
ulation  precludes  the  use  of  such  infor¬ 
mation  in  labeling  or  excuses  labeling 
from  the  requirement  that  it  not  be  false 
or  misleading  in  any  particular. 

10.  Questions  have  also  been  raised 
about  the  applicability  of  new  Part  102 
to  situations  involving  the  presence  or 
absence  of  a  characterizing  ingredient 
or  component.  The  Commissioner  had 
intended  that  this  be  covered  by  use  of 
a  label  declaration  of  the  percentage  of 
ingredient,  Including  zero  percent,  under 
the  proposal.  In  order  to  clarify  this 
intent  and  to  provide  greater  flexibility 
in  the  permitted  label  declaration,  the 
final  regulation  contains  specific  pro¬ 
visions  relating  to  declaration  of  the 
presence  or  absence  of  a  characterizing 
ingredient  as  well  as  provisions  for  re¬ 
quiring  a  statement,  where  applicable, 
that  a  characterizing  ingredient  must 
be  added  to  prepare  a  final  product. 

11.  Comments  also  were  directed  spe¬ 
cifically  to  the  proposed  common  or  usual 
name  for  seafood  cocktails.  Two  industry 
representatives  asserted  that  there  was 
no  need  for  a  seafood  cocktail  regula¬ 
tion.  Another  comment  expressed  con¬ 
cern  that  the  percentage  declaration  may 
mislead  the  consumer  into  purchasing 
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an  “Inferior”  product  which  contains  a 
large  quantity  of  a  relatively  unaccept¬ 
able  or  low  quality  ingredient. 

The  Commissioner  concludes  that 
there  is  a  need  for  the  regulation  since, 
as  noted  in  the  seventh  paragraph  of  the 
preamble  to  the  proposal,  there  have  been 
complaints  concerning  both  the  amount 
of  seafood  present  in  such  cocktails  and 
the  use  of  labeling  which  suggests  a 
greater  proportion  of  seafood  than  is  ac¬ 
tually  present.  The  percentage  declara¬ 
tion  will  not  mislead  the  consumer  into 
purchasing  an  inferior  product.  The  label 
will  clearly  show  the  percentage  of  each 
seafood  ingredient.  The  consumer  will 
also  be  able  to  continue  to  judge  the 
product  by  quality,  size,  or  other  criteria 
of  acceptability,  in  addition  to  this  new 
information  that  will  be  made  available. 

12.  In  response  to  the  proposal,  re¬ 
quests  for  exemptions,  including  exemp¬ 
tions  from  type  size  requirements  were 
received  for  nonstandardized  foods  “re¬ 
sembling  margarine  or  butter”,  foods  for 
special  dietary  uses,  pet  food,  and  cer¬ 
tain  juice  drinks.  The  Commissioner  ad¬ 
vises  that  any  requests  for  an  exemp¬ 
tion  for  a  specific  product  should  be 
made  at  the  time,  if  such  occurs,  that  a 
proposal  for  establishing  the  common  or 
usual  name  of  that  particular  food  or 
class  of  foods  is  being  considered.  After 
a  common  or  usual  name  has  been  estab¬ 
lished  by  regulation,  a  petition  may  also 
be  filed  pursuant  to  the  provisions  of 
S  102.2  (21  CFR  102.2)  to  amend  the 
regulation  or  to  establish  alternative 
labeling  requirements  (e.g.,  a  smaller 
type  size) . 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201  (n).  403.  701(a),  52  Stat. 
1041  as  amended,  1047-48  as  amended, 
1055;  21  U.S.C.  321  (n),  343,  371(a)),  and 
under  authority  delegated  to  the  Com¬ 
missioner  (21  CFR  2.120) ,  Chapter  1  of 
Title  21  of  the  Code  of  Federal  Regula¬ 
tions  is  amended  as  follows : 

PART  1— REGULATIONS  FOR  THE  EN¬ 
FORCEMENT  OF  THE  FEDERAL  FOOD, 

DRUG.  AND  COSMETIC  ACT  AND  THE 

FAIR  PACKAGING  AND  LABELING  ACT 

1.  In  Part  1  by  adding  a  new  sentence 
to  the  end  of  paragraph  (d)  in  §  1.10, 
as  follows: 

§1.10  Food;  labeling;  designation  of 
ingredients. 

•  •  •  *  * 

(d)  •  •  •  A  label  may  be  required  to 
bear  the  percentage (s)  of  a  characteriz¬ 
ing  ingredient (s)  or  information  con¬ 
cerning  the  presence  or  absence  of  an 
ingredient(s)  or  the  need  to  add  an  in¬ 
gredients)  as  part  of  the  common  or 
usual  name  of  the  food  pursuant  to  Sub¬ 
part  B  of  Part  102  of  this  chapter. 

PART  3— STATEMENTS  OF  GENERAL 
POLICY  OR  INTERPRETATION 

§§  3.6,  3.34,  and  3.70  [Revoked] 

2.  In  Part  3  by  revoking  §§  3.6,  3.34, 
and  3.70. 


PART  102— COMMON  OR  USUAL  NAMES 
FOR  NONSTANDARDIZED  FOODS 

3.  By  adding  a  new  part  consisting  at 
this  time  of  the  following  subparts  and 

sections : 

Subpart  A — General 

Sec. 

102.1  General  principles. 

102.2  Petitions. 

102.3-4  [Reserved] 

Subpart  B — Common  or  Usual  Names 

102.5  Seafood  cocktail. 

102.6  Greenland  turbot. 

102.7  Crabmeat. 

102.8  Bonito. 

Authority:  Secs.  201  (n),  403,  701(a),  52 
Stat.  1041  as  amended.  1047-48  as  amended, 
1055;  21  U.S.C.  321  (n).  343,  371(a)). 

Subpart  A — General 
§  102.1  General  prineiples. 

(a)  The  common  or  usual  name  of  a 
food,  which  may  be  a  coined  term,  shall 
accurately  identify  or  describe,  in  as 
simple  and  direct  terms  as  possible,  the 
basic  nature  of  the  food  or  its  charac¬ 
terizing  properties  or  ingredients.  The 
name  shall  be  uniform  among  all  identi¬ 
cal  or  similar  products  and  may  not  be 
confusingly  similar  to  the  name  of  any 
other  food  that  is  not  reasonably  en¬ 
compassed  within  the  same  name.  Each 
class  or  subclass  of  food  shall  be  given 
its  own  common  or  usual  name  that 
states,  in  clear  terms,  what  it  is  in  a  way 
that  distinguishes  it  from  different  foods. 

(b)  The  common  or  usual  name  of  a 
food  shall  include  the  percentage(s)  of 
any  characterizing  ingredient(s)  or  com- 
ponent(s)  when  the  proportion  of  such 
ingredient  (s)  or  component  (s)  in  the 
food  has  a  material  bearing  on  price  or 
consumer  acceptance  or  when  the  label¬ 
ing  or  the  appearance  of  the  food  may 
otherwise  create  an  erroneous  impression 
that  such  ingredient(s)  or  component(s) 
is  present  in  an  amount  greater  than  is 
actually  the  case.  The  following  require¬ 
ments  shall  apply  unless  modified  by  a 
specific  regulation  in  Subpart  B  of  this 
part. 

(1)  The  percentage  of  a  character¬ 
izing  ingredient  or  component  shall  be 
declared  on  the  basis  of  its  quantity  in 
the  finished  product  (i.e.,  weight/weight 
in  the  case  of  solids,  or  volume/volume 
in  the  case  of  liquids ) . 

(2)  The  percentage  of  a  character¬ 
izing  ingredient  or  component  shall  be 
declared  by  the  words  “containing  (or 

contains) _ percent  (or  %) _ ”  or 

“ _ percent  (or  % ) _ ”  with  the  first 

blank  filled  in  with  the  percentage  ex¬ 
pressed  as  a  whole  number  not  greater 
than  the  actual  percentage  of  the  in¬ 
gredient  or  component  named  and  the 
second  blank  filled  in  with  the  common 
or  usual  name  of  the  ingredient  or  com¬ 
ponent.  The  word  “containing”  (or  “con¬ 
tains"),  when  used,  shall  appear  on  a 
line  immediately  below  the  part  of  the 
common  or  usual  name  of  the  food  re¬ 
quired  by  paragraph  (a)  of  this  section. 
For  each  characterizing  ingredient  or 
component,  the  words  44 -  percent 


(or  %) - ”  shall  appear  following  or 

directly  below  the  word  “containing”  (or 
contains),  or  directly  below  the  part  of 
the  common  or  usual  name  of  the  food 
required  by  paragraph  (a)  of  this  sec¬ 
tion  when  the  word  “containing”  (or  con¬ 
tains)  is  not  used,  in  easily  legible  bold¬ 
face  print  or  type  in  distinct  contrast  to 
other  printed  or  graphic  matter,  and  in 
a  height  not  less  than  the  larger  of  the 
following  alternatives : 

(i)  Not  less  than  one-sixteenth  inch 
in  height  on  packages  having  a  principal 
display  panel  with  an  area  of  5  square 
inches  or  less  and  not  less  than  one- 
eighth  inch  in  height  if  the  area  of  the 
principal  display  panel  is  greater  than 
5  square  inches;  or 

(ii)  Not  less  than  one-half  the  height 
of  the  largest  type  appearing  in  the  part 
of  the  common  or  usual  name  of  the  food 
required  by  paragraph  (a)  of  this  section. 

(c)  The  common  or  usual  name  of  a 
food  shall  include  a  statement  of  the 
presence  or  absence  of  any  characteriz¬ 
ing  ingredient(s)  or  component(s)  and/ 
or  the  need  for  the  user  to  add  any  char¬ 
acterizing  ingredient(s)  or  component (s) 
when  the  presence  or  absence  of  such 
ingredient(s)  or  component(s)  in  the 
food  has  a  material  bearing  on  price  or 
consumer  acceptance  or  when  the  la¬ 
beling  or  the  appearance  of  the  food  may 
otherwise  create  an  erroneous  impres¬ 
sion  that  such  ingredient(s)  or  compo¬ 
nent  (s)  is  present  when  it  is  not,  and 
consumers  may  otherwise  be  misled 
about  the  presence  or  absence  of  the  in¬ 
gredients)  or  component(s)  in  the  food. 
The  following  requirements  shall  apply 
unless  modified  by  a  specific  regulation  in 
Subpart  B  of  this  part. 

( 1 )  The  presence  or  absence  of  a  char¬ 
acterizing  ingredient  or  component  shall 
be  declared  by  the  words  “containing  (or 

contains)  _ ”  or  “containing 

(or  contains)  no  _ ”  or  “no 

_ ”  or  “does  not  contain 

_ ,”  with  the  blank  being  filled 

in  with  the  common  or  usual  name  of 
the  ingredient  or  component. 

(2)  The  need  for  the  user  of  a  food 
to  add  any  characterizing  ingredient(s) 
or  component(s)  shall  be  declared  by  an 
appropriate  informative  statement. 

(3)  The  statement (s)  required  under 
subparagraphs  (1)  and/or  (2)  of  this 
paragraph  shall  appear  following  or  di¬ 
rectly  below  the  part  of  the  common  or 
usual  name  of  the  food  required  by  para¬ 
graphs  (a)  and  (b)  of  this  section,  in 
easily  legible  bold  face  print  or  type  in 
distinct  contrast  to  other  printed  or 
graphic  matter,  and  in  a  height  not  less 
than  the  larger  of  the  alternatives  es¬ 
tablished  under  paragraphs  (b)  (2)  (i) 
and  (ii)  of  this  section. 

(d)  A  common  or  usual  name  of  a 
food  may  be  established  by  common  us¬ 
age  or  by  establishment  of  a  regulation 
in  Subpart  B  of  this  part,  in  Part  100, 
in  a  standard  of  Identity,  or  in  other 
regulations  in  this  chapter. 

§  102.2  Petitions. 

(a)  The  Commissioner  of  Food  and 
Drugs,  either  on  his  own  initiative  or  on 
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behalf  of  any  interested  person  who  has 
submitted  a  petition,  may  publish  a  pro¬ 
posal  to  establish  or  amend,  under  Sub¬ 
part  B  of  this  part,  a  regulation  pre¬ 
scribing  a  common  or  usual  name  for  a 
food.  Any  such  petition  shall  include  an 
adequate  factual  basis  to  support  the  pe¬ 
tition,  shall  be  in  the  form  set  forth  in 
§  2.65  of  this  chapter,  and  will  be  pub¬ 
lished  for  comment  if  it  contains  reason¬ 
able  grounds  for  the  proposed  regulation. 

(b)  If  the  principal  display  panel  of  a 
food  for  which  a  common  or  usual  name 
regulation  is  established  is  too  small  to 
accommodate  all  mandatory  require¬ 
ments,  the  Commissioner  may  establish 
by  regulation  an  acceptable  alternative 
(e.g.,  a  smaller  type  size).  A  petition  re¬ 
questing  such  a  regulation,  which  would 
amend  the  applicable  regulation,  shall 
be  submitted  to  the  Office  of  the  Hearing 
Clerk  in  the  form  set  forth  in  §  2.65  of 
this  chapter. 

Subpart  B — Common  or  Usual  Names 
§102.5  Seafood  cocktails. 

The  common  or  usual  name  of  a  sea¬ 
food  cocktail  in  package  form  fabricated 
with  one  or  more  seafood  ingredients 
shall  be: 

fa)  When  the  cocktail  contains  only 
one  seafood  ingredient,  the  name  of  the 
seafood  ingredient  followed  by  the  word 
“cocktail”  (e.g.,  shrimp  cocktail,  crab- 
meat  cocktail)  and  a  statement  of  the 
percentage  by  weight  of  that  seafood  in¬ 
gredient  in  the  product  in  the  manner 
set  forth  in  8  102.1(b). 

(b)  When  the  cocktail  contains  more 
than  one  seafood  ingredient,  the  term 
“seafood  cocktail”  and  a  statement  of 
the  percentage  by  weight  of  each  sea¬ 
food  ingredient  in  the  product  in  the 
manner  set  forth  in  8  102.1(b). 

§  102.6  Greenland  turbot  (Reinhardt ins 
h  i  ppoglossoid  es  )  . 

“Greenland  turbot”  is  the  common  or 
usual  name  of  the  food  fish  Reinhardtius 
hippoglossoides ,  a  species  of  Pleuronec- 
tidae  right-eye  flounders.  The  term 
“halibut”  may  be  associated  only  with 
Atlantic  halibut  ( Hippoglossus  hippo¬ 
glossus)  or  Pacific  halibut  ( Hippoglossus 
stenolepis) . 

§  102.7  Crabmeat. 

The  common  or  usual  name  of  crab- 
meat  derived  from  each  of  the  follow¬ 
ing  designated  species  of  crabs  shall  be 
as  follows: 

Scientific  name  Common  or  usual 
of  crab  name  of  crabmeat 

Paralithodes  camtschat-  King  crabmeat. 
tea  and  Paralithodes 
platypus. 

Paralithodes  brevipes King  crabmeat 

or  Hanasakl 
crabmeat. 

Erimacrus  isenbeckii _  Korean  variety 

crabmeat  or 
Keganl  crab¬ 
meat. 

Chionoecetes  oplio,  Chi-  Snow  crabmeat. 
onoecetes  tanneri,  Chi¬ 
onoecetes  bairdii,  and 
Chionoecetes  angu- 
latus. 


§  102.S  Bonito. 

“Bonito”  or  “bonito  fish”  is  the  com¬ 
mon  or  usual  name  of  the  food  fish 
Sardi  chilensis  and  Sardi  velox. 

Effective  date.  The  amendment  to 
§  1.10,  the  revocation  of  §§  3.6,  3.34,  and 
3.70,  new  §§  102.6,  102.7  and  102.8  and 
Subpart  A  of  new  Part  102  shall  become 
effective  on  March  14,  1973.  All  labeling 
ordered  for  products  subject  to  §  102.5 
after  December  31,  1973,  and  all  label¬ 
ing  used  for  such  products  shipped  in 
interstate  commeixe  after  December  31, 
1974,  shall  comply  with  §  102.5. 

(Secs.  201  (n).  403,  701(a),  62  Stat.  1041  as 
amended,  1047-48  as  amended,  1055;  21 

U.S.C.  321  (n) ,  343,  371  (a) ) 

Dated:  March  5, 1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

|FR  Doc.73-4670  Filed  3-13-73;8:45  am) 

CERTAIN  STANDARDIZED  FOODS 
Nutrition  Labeling 

In  the  Federal  Register  of  January  19, 
1973  (38  FR  2152),  the  Commissioner  of 
Food  and  Drugs  proposed  to  amend  the 
labeling  provisions  for  nutrients  in  exist¬ 
ing  standards  of  identity  for  foods  by  re¬ 
placing  each  reference  to  section  403  ( j ) 
of  the  act  with  a  reference  to  the  new  21 
CFR  1.17  nutrition  labeling  regulations, 
also  published  in  the  January  19,  1973 
Federal  Register  (38  FR  2125).  Thirty 
days  were  provided  for  comment. 

Comments  received  on  this  proposal 
noted  that  it  was  issued  under  section 
701(e)  of  the  act  and  therefore  that  any 
person  who  objects  is  entitled  to  an  op¬ 
portunity  for  a  hearing.  The  Commis¬ 
sioner  agrees  with  this  comment,  and  the 
final  regulation  provides  for  the  filing  of 
objections  and  the  opportunity  for  any 
person  adversely  affected  to  submit  suf¬ 
ficient  factual  information  to  justify  a 
hearing. 

It  has  also  been  pointed  out  that  food 
labeling  requirements  promulgated  in  21 
CFR  Part  1  apply  to  all  foods  generally, 
including  all  standardized  foods,  and  as 
a  result  need  not  be  referenced  in  each 
food  standard  issued  under  section  401  of 
the  act.  The  Commissioner  agrees  with 
this  observation,  and  has  concluded  sim¬ 
ply  to  delete  the  reference  to  section  403 
( j )  of  the  act  where  it  now  appears  in  in¬ 
dividual  standards  of  identity,  rather 
than  to  substitute  a  reference  to  8  1.17 
(21  CFR  1.17)  as  was  originally  pro¬ 
posed.  The  terms  of  new  5  1.17  apply  to 
all  standardized  foods,  and  it  is  therefore 
unnecessary  to  refer  specifically  to  these 
requirements  in  any  or  all  enriched  food 
standards. 

The  identity  standards  for  evaporated 
milk  (21  CFR  18.520)  and  concentrated 
milk  (21  CFR  18.525)  are  subject  to  pro¬ 
posed  revisions  appearing  in  the  Septem¬ 
ber  9,  1972  Federal  Register  (37  FR 
18392).  The  September  9,  1972  publica¬ 
tion,  also  proposed  the  promulgation  of 
identity  standards  for  milk,  low  fat  milk, 
and  skim  milk.  The  period  for  filing  com¬ 
ments  on  these  proposed  revisions  of  21 


CFR  Part  18  has  been  extended  to  July 
1,  1973,  as  announced  in  the  February 
13,  1973  Federal  Register  (38  FR  4347). 
At  such  time  as  an  order  is  published  for 
21  CFR  Part  18,  the  Commissioner  will 
revise  §§  18.2,  18.520,  and  18.525  to  delete 
the  reference  to  section  403(j)  of  the  act. 

Published  elsewhere  in  this  issue  of 
the  Federal  Register  is  a  notice  staying 
the  effective  date  of  the  order  published 
in  the  March  11,  1972  Federal  Register 
(37  FR  5224)  establishing  a  new  identity 
standard  for  orange  juice  drink  (37  FR 
5224)  and  deleting  existing  21  CFR 
27.120.  The  effective  dates  of  the  identity 
standards  for  canned  pineapple-grape- 
fruit  juice  drink  (21  CFR  27.125)  and 
canned  fruit  nectars  (21  CFR  27.126) 
were  stayed  in  the  July  27,  1968  Federal 
Register  (33  FR  10713) .  Those  for  cran¬ 
berry  juice  cocktail  (21  CFR  27.120)  and 
artificially  sweetened  cranberry  juice 
cocktail  (21  CFR  27.128)  were  stayed  in 
the  July  13,  1968  Federal  Register  (33 
FR  10088).  Whenever  the  issues  sur¬ 
rounding  these  stayed  standards  are  re¬ 
solved,  the  Commissioner  will  revise  the 
standards  to  delete  the  reference  to  sec¬ 
tion  403(j)  of  the  act. 

The  use  of  sodium  labeling  in  low.’  sodi¬ 
um  Cheddar  cheese  (21  CFR  19.503)  and 
low  sodium  colby  cheese  (21  CFR  19.513) 
establishes  these  foods  as  represented  for 
special  dietary  use.  The  sodium  content 
shall  be  declared  according  to  21  CFR 
125.9,  which  does  not  require  full  nutri¬ 
tion  labeling  under  §  1.17. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food.  Drug,  and  Cosmetic 
Act  (secs.  201,  403,  701(a),  52  Stat.  1040- 
1042  as  amended,  1047,  1055;  21  U.S.C. 
321,  343,  371(a)),  and  under  authority 
delegated  to  the  Commissioner  (21  CFR 
2.120),  Parts  18,  19,  27,  and  45  are 
amended  as  follows: 

PART  18— MILK  AND  CREAM 
§  18.545  [Amended] 

1.  Section  18.545  is  amended  by  delet¬ 
ing  paragraph  (d) . 

PART  19— CHEESES,  PROCESSED 

CHEESES,  CHEESE  FOODS,  CHEESE 

SPREADS,  AND  RELATED  FOODS 

2.  Section  19.503  is  amended  in  para¬ 
graph  (f)  to  read  as  follows: 

§  19.503  Low  sodium  eheddar  cheese; 
identity;  label  statement  of  optional 
ingredients. 

*  *  *  *  * 

(f)  Low  sodium  Cheddar  cheese  is  sub¬ 
ject  to  §  125.9  of  this  chapter. 

3.  Section  19.513  is  amended  in  para¬ 
graph  (f)  to  read  as  follows: 

§  19.513  Low  sodium  colby  cheese; 
identity;  label  statement  of  optional 
ingredients. 

*  *  *  •  * 

(f )  Low  sodium  colby  cheese  is  subject 
to  §  125.9  of  this  chapter. 
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PART  27— CANNED  FRUITS  AND  FRUIT 
JUICES 

§  27.54  [Amended] 

4.  Section  27.54  is  amended  by  deleting 
the  last  sentence  of  paragraph  (c)(2). 

§  27.60  [Amended] 

5.  Section  27.60  is  amended  by  deleting 
the  last  sentence  of  subdivision  (iv)  of 
paragraph  (c) (2) . 

6.  Section  27.80  is  amended  by  revising 
paragraph  (d)  (7)  to  read  as  follows: 

§  27.80  Canned  applesauce;  identity; 
label  statement  of  optional  ingred¬ 
ients. 

•  •  •  •  * 

(d)  •  •  * 

(7)  Applesauce  containing  ascorbic 
acid  (vitamin  C)  as  provided  for  in  para¬ 
graph  (b)  (8)  (li)  of  this  section  shall 
bear  the  label  statement  prescribed  by 
subparagraph  (6)  of  this  paragraph  and 
in  addition  thereto  the  statement  “vit¬ 
amin  C  added”  or  “with  added  vitamin 
C”. 

•  •  *  •  * 

PART  45— OLEOMARGARINE, 
MARGARINE 

§  45.1  [Amended] 

7.  Section  45.1  Is  amended  by  delet¬ 
ing  the  last  sentence  of  subdivision  (v) 
of  paragraph  (b)(2). 

Any  person  who  will  be  adversely  af¬ 
fected  by  the  foregoing  order  may  at 
any  time  on  or  before  April  13,  1973, 
file  with  the  Hearing  Clerk,  Department 
of  Health,  Education,  and  Welfare, 
Room  6-88,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  objections  thereto. 
Objections  shall  show  wherein  the  per¬ 
son  filing  will  be  adversely  affected  by 
the  order  and  specify  with  particularity 
the  provisions  of  the  order  deemed  ob¬ 
jectionable  and  the  grounds  for  the 
objections.  If  a  hearing  is  requested,  the 
objections  must  state  the  issues  for  the 
hearing.  Such  objections  must  be  sup¬ 
ported  by  grounds  factually  and  legally 
sufficient  to  justify  the  relief  sought  and 
must  include  a  detailed  description  and 
analysis  of  the  factual  information  in¬ 
tended  to  be  presented  in  support  of  the 
objections  in  the  event  that  a  hearing 
is  held.  Objections  may  be  accompanied 
by  a  memorandum  or  brief  in  support 
thereof.  All  documents  shall  be  filed  in 
six  copies.  Received  objections  may  be 
seen  in  the  above  office  during  working 
hours,  Monday  through  Friday. 

Effective  date.  All  labeling  ordered 
after  December  31,  1973,  and  all  label¬ 
ing  used  for  products  shipped  in  inter¬ 
state  commerce  after  December  31,  1974, 
shall  comply  with  these  regulations. 

Dated:  March  7, 1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

[FR  Doc .73-4673  Filed  3-13-73;8:45  ami 
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PART  27— CANNED  FRUITS  AND  FRUIT 
JUICES 

PART  102— COMMON  OR  USUAL  NAMES 
FOR  NONSTANDARDIZED  FOODS 

Diluted  Orange  Juice  Beverages;  Notice 
Staying  Identity  Standards,  and  Order 
Establishing  a  Common  or  Usual  Name 

In  the  matter  of  establishing  defini¬ 
tions  and  standards  of  identity  for  di¬ 
luted  orange  juice  beverages  (§§  27.158- 
27.168)  and  certain  related  products 
(§§  27.150-27.157): 

In  response  to  the  order  in  the  above- 
identified  matter,  published  in  the  Fed¬ 
eral  Register  of  March  11,  1972  (37  FR 
5224),  41  responses  were  received.  These 
responses  ranged  from  total  support  by 
several  consumers  to  rejection  of  most 
provisions  of  all  the  standards  by  some 
industry  members.  A  tabulation  of  these 
responses  is  as  follows : 


Beverage  manufacturers _  20 

Industry  associations _  7 

Ingredients  manufacturers _  2 

Consumers _  4 

Consumer  associations _  1 

State  agencies  or  officials _  6 

Members  of  Congress _  2 


Ten  beverage  manufacturers,  four  in¬ 
dustry  associations,  one  ingredient  man¬ 
ufacturer,  one  consumer  association  and 
one  State  agency  stated  that  they  would 
be  adversely  affected  if  the  order  be¬ 
comes  effective  and  requested  a  hearing 
to  resolve  the  controversial  aspects  of 
the  order.  The  remaining  24  respondents 
either  asserted  their  displeasure  with 
certain  provisions  of  the  order  and  rec¬ 
ommended  changes  but  did  not  request  a 
hearing,  or  expressed  approval  of  the 
standards  as  a  whole. 

The  State  of  Florida  Department  of 
Citrus  and  the  Florida  Citrus  Commis¬ 
sion  included  in  their  joint  response  to 
the  order  a  nationwide  consumer  sur¬ 
vey  which  they  had  conducted  to  de¬ 
termine  the  extent  of  confusion  over  ex¬ 
isting  and  potential  labeling  of  diluted 
orange  juice  beverages.  On  the  basis  of 
the  results  of  the  original  consumer  sur¬ 
vey  and  a  followup  survey  submitted  at 
a  later  date  as  supplemental  support 
for  their  objection,  the  State  agen¬ 
cies  recommended  amendments  to  cer¬ 
tain  labeling  provisions  set  out  In  the 
order.  This  recommendation  as  well  as 
all  other  information  submitted  by  those 
responding  to  the  order  has  been  taken 
into  consideration  by  the  Commissioner 
in  his  conclusions  that  follow  herein. 

Controversy  has  surrounded  proposals 
to  establish  identity  standards  for  diluted 
orange  juice  beverages  ever  since  they 
were  first  published  in  the  Federal  Reg¬ 
ister  of  August  13,  1964  (29  FR  11621). 
Those  responding  to  the  proposals  and 
the  order  published  in  the  Federal  Reg¬ 
ister  of  May  7,  1968  (33  FR  6862) ,  ruling 
on  the  1964  proposals,  opposed  every  pro¬ 
vision  of  the  proposed  standards.  Conse¬ 
quently,  the  Commissioner  stayed  the 
effective  date  of  that  order  pending 


resolution  of  the  issues  raised  by  the  ob¬ 
jections  at  a  hearing. 

Most  of  the  controversy  surrounding 
the  stayed  standards  resulted  from  dif¬ 
ferences  between  representatives  of 
packers  from  the  two  major  orange- 
producing  areas  of  the  United  States 
and  by  others  siding  with  one  or  the 
other.  The  most  controversial  issues  in¬ 
volved  the  names,  minimum  orange  juice 
requirements,  and  added  color  and  other 
ingredients  used.  In  an  attempt  to  avoid 
a  lengthy  and  costly  hearing,  the  Com¬ 
missioner  granted  a  request  by  industry 
to  postpone  the  scheduling  of  the  hear¬ 
ing  to  allow  representatives  of  the  two 
major  associations  (Florida  Canners  As¬ 
sociation  and  the  National  Juice  Prod¬ 
ucts  Association)  time  in  which  to  resolve 
their  differences  at  informal  meetings. 
Industry  negotiators  met  in  a  number 
of  sessions  over  a  2-year  period,  but  failed 
to  reach  full  agreement.  Consequently, 
the  associations  submitted  separate  pe¬ 
titions  proposing  to  amend  the  stayed 
standards  for  diluted  orange  juice  bever¬ 
ages  and  to  establish  standards  of  iden¬ 
tity  for  certain  related  products.  These 
proposals,  along  with  one  by  the  Com¬ 
missioner,  were  published  in  the  Federal 
Register  of  September  9,  1971  (36  FR 
18098).  The  Commissioner  published  a 
final  order  in  the  Federal  Register  of 
March  11,  1972  (37  FR  5224),  ruling  on 
the  September  9,  1971,  proposals,  and 
petitioner  associations  and  others  have 
now  filed  objections  to  most  of  the  pro¬ 
visions  set  out  in  the  Commissioner’s 
order.  As  a  consequence,  the  development 
of  standards  for  these  beverages  has  pro¬ 
gressed  very  little  since  1964. 

Consumers  are  still  confronted  with  an 
array  of  names  in  the  labeling  of  diluted 
orange  juice  beverages  which  do  not 
inform  them  that  these  beverages  may 
contain  from  more  than  zero  percent 
to  less  than  100  percent  orange  juice. 
As  a  result  they  have  no  way  to  make  a 
value  comparison  of  the  beverages  at  the 
time  of  purchase.  Under  these  circum¬ 
stances,  it  is  the  judgment  of  the  Com¬ 
missioner  that  a  further  delay  in  put¬ 
ting  into  effect  the  most  useful  and  least 
controversial  provision  of  the  standards 
of  identity  for  diluted  orange  juice  bev¬ 
erages  (i.e.,  the  declaration  of  the 
amount  of  juice  present  in  the  beverage 
as  part  of  the  common  or  usual  name  of 
the  product)  would  not  be  in  the  public 
interest. 

Upon  review  of  the  objections  and 
other  comments  submitted,  it  is  appar¬ 
ent  that,  with  the  exception  of  the  re¬ 
quirement  for  declaration  of  the  amount 
of  juice  present  in  the  beverage,  most 
of  the  important  features  of  the  defini¬ 
tions  and  standards  of  Identity  remain 
in  substantial  controversy.  Moreover,  it 
would  be  confusing  to  stay  the  provi¬ 
sions  of  these  definitions  and  standards 
of  identity  to  which  valid  objections  have 
been  made,  and  to  allow  other  provisions 
to  become  effective,  because  this  would 
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involve  distinguishing  between  sen¬ 
tences,  and  in  some  instances  even  parts 
of  sentences.  Accordingly,  the  Commis¬ 
sioner  has  concluded  that  the  definitions 
and  standards  of  identity  should  be  com¬ 
pletely  stayed  pending  a  full  public  hear¬ 
ing  on  the  matter,  and  that  a  separate 
regulation  should  be  issued  as  a  final 
order  pursuant  to  new  Part  102,  which 
is  published  elsewhere  in  this  issue  of 
the  Federal  Register,  establishing  the 
percent  of  orange  juice  as  part  of  the 
common  or  usual  name  for  all  diluted 
orange  juice  beverages.  This  will  achieve 
the  major  goal  of  the  Food  and  Drug 
Administration,  in  making  certain  that 
consumers  are  better  informed  about  the 
nature  of  the  product  they  are  purchas¬ 
ing. 

The  concept  of  requiring  declaration 
of  the  percent  of  orange  juice  in  diluted 
orange  juice  products,  as  part  of  the 
common  or  usual  name  of  the  product, 
has  already  been  the  subject  of  a  pro¬ 
posal  and  a  final  order,  and  consumers 
and  industry  have  therefore  commented 
upon  it  twice.  The  comments  submitted 
on  this  aspect  of  the  definitions  and 
standards  of  identity,  and  the  Commis¬ 
sioner's  conclusions,  are  as  follows: 

1.  It  was  commented  that  the  “%” 
sign  should  be  permitted  in  lieu  of  the 
word  “percent.”  The  Commissioner 
agrees  and  new  5  102.9  so  provides. 

2.  Three  comments  stated  that  the 
word  “containing”  should  not  be  re¬ 
quired.  The  Commissioner  agrees,  and 
the  regulation  so  provides. 

3.  Two  comments  objected  to  includ¬ 
ing  the  percent  of  orange  juice  as  part 
of  the  name,  and  one  objected  to  the  use 
of  particular  placement  and  type  size 
requirements.  The  Commissioner  rejects 
these  comments.  It  is  obvious  that  or¬ 
ange  juice  is  the  characterizing  ingredi¬ 
ent  in  diluted  orange  juice  beverages, 
that  the  amount  of  orange  juice  has  a 
material  bearing  on  both  price  and  con¬ 
sumer  acceptance,  and  that  the  orange 
appearance  and  taste  of  the  product 
would  create  an  erroneous  impression 
of  greater  orange  juice  content  than  is 
actually  the  case  unless  the  amount  of 
orange  juice  is  prominently  labeled.  The 
same  placement  and  type  size  require¬ 
ments  that  will  apply  to  all  common  or 
usual  names  under  Part  102  will  also 
apply  in  this  instance.  The  Commis¬ 
sioner  has  concluded  that  insufficient  in¬ 
formation  presently  exists  to  determine 
whether  a  smaller  type  size  is  supporta¬ 
ble.  A  request  for  use  of  a  smaller  type 
size,  if  justified,  may  be  submitted  pur¬ 
suant  to  5  102.2. 

*.  A  number  of  objections  were  sub¬ 
mitted  to  the  use  of  2-percent  increments 
for  products  containing  more  than  zero 
to  less  than  10  percent  orange  juice  and 
to  the  use  of  5-percent  increments  for 
products  containing  more  than  10  per¬ 
cent  orange  juice.  Having  reviewed  the 
objections  it  is  now  the  opinion  of  the 
Commissioner  that  label  declaration  of 
increments  of  less  than  5  percent  in  or¬ 
ange  juice  content  is  not  significant  and 
should  not  be  so  represented.  Manufac¬ 
turers,  using  reasonable  controls  and 
within  the  variables  found  in  good  man¬ 


ufacturing  practices,  will  be  able  accu¬ 
rately  to  label  their  products  in  5-percent 
increments  with  the  percentage  of  or¬ 
ange  juice  expressed  as  a  multiple  of  five 
not  greater  than  the  actual  percentage 
of  orange  juice  present  (except  that 
products  containing  less  than  5  percent 
but  more  than  zero  percent  orange  juice 
shall  bear  a  percentage  declaration  “less 
than  5%”) .  The  Commissioner  concludes 
that  the  percentage  labeling  require¬ 
ments  set  out  in  §  102.9  below  are  rea¬ 
sonable  and  not  misleading  to  consumers. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201,  401.  403,  701,  52  Stat. 
1040-1042,  1046,  1047-1048,  1055-1056,  21 
U.S.C.  321,  341,  343,  371)  and  under  au¬ 
thority  delegated  to  him  (21  CFR  2.120), 
the  Commissioner  of  Food  and  Drugs 
hereby  orders  that: 

1.  The  order  establishing  definitions 
and  standards  of  identity  for  diluted 
orange  juice  beverages  (21  CFR  27.158- 
27.168>  and  certain  related  products  (21 
CFR  21.150-21.157),  published  in  the 
Federal  Register  of  March  11,  1972  (37 
FR  5224),  is  stayed  in  its  entirety.  As 
provided  for  in  21  CFR  2.69  a  notice  of 
hearing  will  be  published  in  the  Federal 
Recister  at  a  future  date. 

2.  The  following  new  section  is  added 
to  Part  102  of  this  chapter: 

§  102.9  Diluted  orange  juice  beverages. 

(a)  The  common  or  usual  name  of  a 
noncarbonated  beverage  containing  less 
than  100  percent  and  more  than  0  per¬ 
cent  orange  juice  shall  be  as  follows: 

(1) A  descriptive  name  for  the  product 
meeting  the  requirements  of  5  102.1(a) 
(e.g.,  diluted  orange  juice  beverage  or 
another  descriptive  phrase)  and 

(2)  A  statement  of  the  percent  of 
orange  juice  contained  in  the  product  in 
the  manner  set  forth  in  5  102.1(b)(2). 
The  percent  of  orange  juice  shall  be  de¬ 
clared  in  5 -percent  increments,  expressed 
as  a  multiple  of  five  not  greater  than  the 
actual  percentage  of  orange  juice  in  the 
product,  except  that  the  percent  of 
orange  juice  in  products  containing  more 
than  0  percent  but  less  than  5-percent 
orange  juice  shall  be  declared  in  the 
statement  as  “less  than  5"  percent. 

(b)  The  percent  of  orange  juice  in  the 
product  shall  be  determined  on  the  basis 
of  the  orange  juice  having  an  equivalent 
single  strength  of  11.8  percent  orange 
juice  soluble  solids. 

Effective  date.  The  stay  of  the  defini¬ 
tions  and  standards  of  identity  for  di¬ 
luted  orange  juice  beverages  shall  be  ef¬ 
fective  immediately.  All  labeling  ordered 
for  products  subject  to  5  102.9  after  De¬ 
cember  31,  1973,  and  all  labeling  used 
for  such  products  shipped  in  interstate 
commerce  after  December  31,  1974,  shall 
comply  with  5  102.9. 

(Secs.  201,  401,  403,  701,  52  Stat.  1040-1042. 
1046,  1047-1048,  1055-1056;  21  U.S.C.  321,  341, 
343,  371) 

Dated:  March  5, 1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

[FR  Doc.73-4674  Filed  3-13-73;8:45  am] 


SUBCHAPTER  B— FOOD  AND  FOOD  PRODUCTS 

PART  100 — NUTRITIONAL  QUALITY 
GUIDELINES  FOR  FOODS 

General  Principles  and  Frozen  Dinner 
Guideline 

In  the  Federal  Register  of  Decem¬ 
ber  23,  1971  (36  FR  24822),  the  Commis¬ 
sioner  of  Food  and  Drugs  proposed  a 
procedure  and  general  principles  for  the 
establishment  by  regulation  of  nutri¬ 
tional  quality  guidelines  for  foods.  The 
Commissioner  also  proposed,  at  the  same 
time,  the  first  such  guideline,  for  pre¬ 
cooked  frozen  convenience  “heat  and 
serve”  dinners.  One  hundred  and  thirty- 
five  letters  were  received  from  consumers, 
eight  from  Federal-  or  State-related 
organizations,  12  from  consumer  groups 
and  dietetic  associations,  nine  from  con¬ 
sumers  with  professional  food  or  dietary 
training,  and  24  from  manufacturers 
and  related  industries.  Comments  re¬ 
ceived  from  consumers  and  manufac¬ 
turers,  with  few  exceptions,  indicated 
strong  support  for  the  proposal.  The 
Commissioner’s  conclusions,  after  having 
considered  all  comments,  may  be  sum¬ 
marized  as  follows : 

The  General  Principles 

1.  While  the  majority  of  the  consumer- 
oriented  reponses  did  not  speak  to  the 
labeling  alternatives  presented  in  the 
proposed  general  principles  for  indicat¬ 
ing  compliance  or  noncompliance  with 
a  guideline,  most  of  those  who  did  com¬ 
ment  favored  a  label  statement  showing 
“noncompliance.’’  Generally,  respond¬ 
ents  expressed  the  desire  to  be  informed 
of  what  is  not  satisfactory  rather  than 
having  to  search  for  the  “compliance” 
label.  Several  suggested  that  both  labels 
be  used.  Among  the  manufacturers  all 
either  favored  the  “compliance”  label  or 
opposed  the  “noncompliance”  label.  Sev¬ 
eral  of  these  comments  raised  questions 
concerning  the  legality  of  a  requirement 
for  a  “noncompliance”  label. 

The  question  whether  to  use  “affirma¬ 
tive”  or  “negative”  labeling  or  a  com¬ 
bination  of  both,  is  a  close  one  in  this 
instance.  A  statement  of  noncompliance 
could  be  regarded  as  unfair  in  view  of 
the  fact  that  the  product  might  be  nutri¬ 
tionally  equivalent  or  superior  to  a  prod¬ 
uct  for  which  no  guideline  exists. 
Consumers  generally  would  not  know  all 
of  those  classes  of  foods  for  which  guide¬ 
lines  will  exist.  On  the  other  hand,  a 
general  statement  of  compliance  could 
give  one  class  of  foods  an  unfair  com¬ 
petitive  advantage  and  be  misleading  to 
consumers  where  nutritional  guidelines 
have  not  been  established  for  competing 
foods. 

Although  the  Commissioner  clearly  has 
legal  authority  to  require  a  statement 
of  noncompliance,  it  is  concluded  that, 
at  least  at  this  time,  such  a  statement 
should  not  be  required.  The  generally 
favorable  industry  comments  on  the  first 
proposed  guideline  indicate  that  there 
will  be  wide  industry  acceptance.  The 
possibility  of  unwarranted  or  misleading 
use  of  an  affirmative  compliance  state¬ 
ment  is  minimized  in  the  final  regulation 
by  limiting  the  type  size  and  by  narrow- 
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lng  the  scope  of  the  specific  statement  to 
be  used.  Should  the  Commissioner  find 
that  there  is  little  compliance  with  a 
guideline,  or  that  use  of  a  permitted 
label  statement  is  causing  unfair  com¬ 
petitive  advantage  or  consumer  confu¬ 
sion,  he  will  propose  additional  new  re¬ 
quirements  to  correct  the  situation. 

2.  Almost  universally  among  the  con¬ 
sumers  and  consumer  groups  respond¬ 
ing,  nutrition  labeling  was  either 
assumed  or  specifically  requested.  Manu¬ 
facturers  also  assumed  that  some  nutri¬ 
ent  declaration  would  be  required  to 
fulfill  the  requirements  of  the  appro¬ 
priate  provisions  of  21  CFR  Part  125. 
The  final  regulation  provides  that,  in 
accordance  with  5  1.17  (21  CFR  1.17), 
products  covered  by  a  nutritional  quality 
guideline  shall  be  subject  to  nutrition 
labeling  if  the  authorized  guideline 
statement  is  used  or  if  any  nutrient  is 
added,  unless  such  product  is  offered  as 
a  food  for  special  dietary  use  in  which 
case  it  shall  also  be  subject  to  21  CFR 
Part  125. 

The  Frozen  Dinner  Guideline 

3.  Several  comments  objected  to  the 
use  of  an  RDA  based  upon  the  caloric 
value.  One  of  these  letters  concerning 
the  caloric  basis  of  nutrient  require¬ 
ments  suggested  that  protein  would  be 
the  proper  basis  for  nutrient  require¬ 
ments  rather  than  calories.  However, 
since  many,  if  not  all,  nutrient  require¬ 
ments  are  ultimately  related  to  meta¬ 
bolic  need  it  is  reasonable  to  base  such 
requirements  upon  caloric  intake  except 
in  special  dietary  situations  where  ca¬ 
loric  intake  is  deliberately  set  at  a 
level  considerably  below  the  body’s 
needs.  Establishment  of  minimum  nu¬ 
trient  levels  per  100  calories  should  ef¬ 
fectively  discourage  the  addition  of 
calorie-contributing  components  which 
do  not  make  significant  nutrient  con¬ 
tributions. 

4.  Objections  to  the  name  “dinner”  as 
used  in  the  first  guideline  were  received 
from  manufacturers,  consumer  groups 
and  professional  consumers,  who  as¬ 
serted  that  these  so-called  “dinners”  are 
not  complete  meals  as  implied  by  the 
common  meaning  of  the  word  “dinner.” 
A  number  of  respondents  commented  on 
the  possibility  that  a  statement  that  a 
product  meets  the  Federal  guideline 
could  be  Interpreted  as  meaning  that  it 
is  “complete  and  adequate”  and  many 
of  the  objections  to  the  name  “dinner” 
were  based  upon  this  concern. 

Elsewhere  in  this  issue  of  the  Federal 
Register  the  Commissioner  is  promul¬ 
gating  a  new  Part  102  which  establishes 
principles  governing  common  or  usual 
names  for  nonstandardized  foods.  The 
purpose  of  Part  102  is  to  establish  ac¬ 
curate  and  Informative  descriptive 
names  for  food,  including  where  ap¬ 
propriate  the  presence  or  absence  of  im¬ 
portant  characterizing  ingredients  or 
components.  Pursuant  to  the  provisions 
of  Part  102,  the  Commissioner  is  also 
proposing  elsewhere  in  this  issue  of  the 
Federal  Register  a  common  or  usual 


name  for  “frozen  ‘heat  and  serve’  din¬ 
ners”  which  includes  a  statement  of  what 
the  food  includes  and,  where  appropri¬ 
ate,  a  statement  that  other  foods  such  as 
soup,  bread  or  rolls,  beverage,  or  des¬ 
sert  should  be  added  in  order  to  obtain 
a  complete  meal.  Thus,  the  name  of  the 
food  will  Itself  include  a  direct  state¬ 
ment  which  draws  to  the  consumer’s 
attention  the  fact,  where  it  is  true,  that 
the  product  is  not  a  complete  meal  and 
that  other  food  Items  are  needed. 

The  guideline  also  requires  the  decla¬ 
ration  of  the  caloric  value  of  the  product 
as  part  of  nutrition  labeling.  This  will 
serve  to  give  the  consumer  a  quantita¬ 
tive  estimate  of  the  calories  supplied  by 
the  product,  to  help  determine  whether 
it  constitutes  a  meal. 

5.  A  number  of  comments  Indicated  a 
further  need  to  clarify  certain  aspects  of 
the  calorie  requirements  specified  in  the 
proposed  guideline.  Some  objected  to  the 
proposed  minimum  caloric  value,  which 
had  not  been  recommended  specifically 
by  the  National  Academy  of  Sciences- 
National  Research  Council  (NAS-NRC). 
Although  the  NAS-NRC  did  not  recom¬ 
mend  a  minimum  caloric  value,  the  pro¬ 
posal  Included  such  a  value  (340  calor¬ 
ies)  to  provide  assurance  that  the  food 
would  contain  at  least  a  minimal  amount 
of  calories.  Upon  further  consideration, 
however,  it  has  been  concluded  that  this 
minimum  caloric  value  should  be  de¬ 
leted.  By  requiring  a  minimum  content 
for  protein  and  certain  vitamins  and 
minerals,  the  regulation  In  effect  sets  a 
minimum  caloric  value.  Establishment 
of  a  rigid  minimum  caloric  value  would 
seriously  jeopardize  the  use  of  some  good 
sources  of  protein,  such  as  fish,  which 
because  of  their  relatively  low  fat  con¬ 
tent  are  desirable  components  of  some 
dinners.  Inclusion  of  a  minimum  caloric 
value  would  only  force  manufacturers  of 
some  dinners  to  add  calorie-contributing 
components  which  do  not  make  a  sig¬ 
nificant  nutrient  contribution  to  meet 
the  minimum,  and  thus  would  be  coun¬ 
ter-productive. 

6.  The  nutrient  levels  needed  to  ful¬ 
fill  the  guideline  requirements  are  based 
wily  upon  the  contributions  of  the  main 
protein  sources,  the  vegetable  compo¬ 
nents,  and  their  associated  breadings, 
sauces  and/or  gravies.  The  contribution 
of  additional  components  (e.g.,  appe¬ 
tizer,  bread  or  rolls,  dessert,  soup,  etc.), 
if  they  are  present,  are  to  be  included 
in  the  declaration  of  available  calories 
and  nutrients  for  the  purposes  of  nutri¬ 
tion  labeling  but  not  for  purposes  of 
meeting  the  guideline’s  minimum  nu¬ 
trient  requirements.  The  caloric  content 
shall  be  determined  by  the  Atwater  sys¬ 
tem  as  prescribed  by  $  1.17  (21  CFR 
1.17). 

7.  Most  comments  concerning  the 
frozen  dinner  guideline  were  from  man¬ 
ufacturers  requesting  that  other  prin¬ 
cipal  protein  sources  be  included,  such 
as  eggs  and  soy  products.  The  guideline 
has  been  revised  to  include  eggs.  The  ad¬ 
dition  of  other  protein  products  except 
as  vegetable  components  is  deferred  until 


promulgation  of  a  separate  guideline, 
now  under  consideration,  establishing 
the  nutritional  qualities  necessary  for 
the  use  of  soy  protein  products.  Upon 
promulgation  of  that  guideline,  the 
guideline  for  frozen  dinners  will  be 
amended  to  provide  for  the  use  of  these 
Ingredients.  This  will  cause  no  disloca¬ 
tion  in  the  interim  since  these  ingredi¬ 
ents  are  not  presently  being  used. 

8.  Many  consumer  comments  re¬ 
quested  that  the  weight  of  the  edible 
portion  of  the  principal  protein  sources 
be  included  on  the  label.  Such  a  require¬ 
ment  is  not  directly  related  to  nutrient 
quality,  and  the  Commissioner  concludes 
that  nutrition  labeling  will  supply  all  the 
appropriate  information  on  protein  con¬ 
tent.  The  requirements  of  4.6  grams  of 
protein  per  100  calories  and  that  70  per¬ 
cent  of  the  total  protein  be  obtained 
from  the  specified  principal  sources 
(meat,  poultry,  fish,  cheese,  or  eggs) 
will  oblige  the  manufacturer  to  use  a 
reasonable  portion  of  these  principal 
protein  sources.  In  addition,  meat  and 
poultry  products  must  meet  the  require¬ 
ments  of  the  Department  of  Agriculture. 
The  remaining  30  percent  of  the  protein 
will  be  from  the  vegetable  components 
and  from  such  adjuvants  as  sauces, 
breadings,  etc.  This  does  not  preclude 
the  use  of  other  food  servings  with  pro¬ 
tein  contributions,  such  as  bread  or 
dessert. 

9.  Several  comments  concerning  in¬ 
gredient  listing  were  directed  to  a  con¬ 
cern  for  the  presence  of  various  sub¬ 
stances  to  which  consumers  are  allergic. 
Label  declarations  of  ingredients  wil  con¬ 
tinue  to  be  required  for  these  products. 

10.  Comments  received  Indicate  that 
many  ethnic,  national,  and  specialty  food 
dishes  may  be  traditionally  low  in  pro¬ 
tein,  so  that  they  may  not  meet  the  nu¬ 
tritional  quality  guideline.  However,  the 
Commissioner  is  of  the  opinion  that  it 
is  not  in  the  public  interest  to  com¬ 
promise  the  minimum  protein  content  of 
a  food  class  intended  as  the  principal 
component  of  a  meal  for  the  sole  purpose 
of  including  a  greater  number  of  spe¬ 
cialty  products  under  the  guideline. 
Moreover,  manufacturers  have  the  al¬ 
ternative  of  changing  their  recipes  to 
meet  such  guidelines  if  they  wish  to  do 
so. 

11.  Both  directly  and  by  implication, 
consumer  group  comments  requested  a 
higher  meat  (protein)  content,  either  by 
increasing  the  guideline  minimum  or  by 
requiring  the  declaration  of  the  amount 
of  meat,  anticipating  that  industry 
would  respond  with  a  meat  (protein) 
increase.  The  frozen  dinner  as  presently 
defined  will  supply  approximately  one- 
third  of  the  adult  daily  requirement  for 
protein.  Therefore,  it  does  not  seem  rea¬ 
sonable  to  require  a  greater  quantity  of 
protein.  However,  the  additional  require¬ 
ment  that  70  percent  of  the  total  protein 
be  derived  from  specific  protein  sources 
has  been  included  to  give  greater  assur¬ 
ance  of  adequate  protein  of  good  biologi¬ 
cal  quality.  It  is  believed  that  this  70 
percent  value  is  reasonable  since  data 
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Indicate  that  most  products  that  meet 
the  proposed  guideline  also  fulfill  the 
70  percent  requirement.  Therefore,  it  is 
expected  that  these  dinners  will  supply 
sufficient  high  quality  protein  so  that 
the  total  protein  of  the  entire  meal  (in¬ 
cluding  beverages,  salads,  breads,  des¬ 
serts,  etc.,  which  may  be  added)  will 
have  a  satisfactory  biological  value. 

The  NAS-NRC  recommendation  for 
the  RDA  for  protein  is  based  upon  an  as¬ 
sumption  that  the  average  protein  utili¬ 
zation  efficiency  is  70  percent  of  the  ideal 
protein.  Meat  and  cheese  proteins  have 
biological  values  in  the  order  of  80  per¬ 
cent  or  more  of  the  ideal  protein.  Com¬ 
binations  of  these  proteins  with  cereal 
and  vegetable  proteins  of  lower  biologi¬ 
cal  value  will  therefore  still  produce  an 
adequate  total  protein  quality. 

12.  Several  comments  suggested  a 
greater  flexibility  in  vegetable  selection 
or  the  substitution  of  fruit  for  a  vegeta¬ 
ble.  Fruits  are  rarely  equivalent  to 
vegetables  in  nutritional  value  so  this 
suggestion  has  not  been  accepted,  but 
the  guideline  has  been  revised  to  allow 
a  wider  variation  in  vegetable  selection 
and  use. 

13.  One  consumer  group  requested 
that  calcium  and  vitamin  C  be  included 
in  the  minimum  nutrients  required.  This 
request  has  been  rejected.  The  NAS- 
NRC  Committee  report  indicated,  and 
the  Commissioner  agrees,  that  the  meats 
and  vegetables  usually  used  for  this  class 
of  foods  are  not  good  sources  of  either 
nutrient  (with  the  exception  of  vitamin 
C  in  potatoes) . 

The  report  and  the  regulation  speak 
to  the  desirability  of  adding  calcium 
to  bring  the  calcium  :  phosphorus  ratio 
closer  to  1 : 1  when  it  can  be  done  without 
detriment  to  the  organoleptic  food  quali¬ 
ties.  If  a  calcium  level  were  specified  (in 
the  virtual  absence  of  acceptable  calcium 
compounds  for  addition  to  food  products) 
it  would  make  certain  vegetable  selec¬ 
tions  or  milk  products  almost  mandatory, 
and  it  is  clearly  not  desirable  to  include 
additional  requirements  that  will  further 
limit  the  component  selection.  With  this 
difficulty  in  the  addition  of  calcium, 
manufacturers  are  encouraged  to  limit 
the  technological  addition  of  phosphates 
to  an  absolute  minimum.  The  regulation 
states  that  manufacturers  should  at¬ 
tempt  to  adjust  the  total  calcium  con¬ 
tent  in  relation  to  the  phosphorus  con¬ 
tent  of  the  product  by  food  selection  or 
other  processing  techniques. 

The  addition  of  vitamin  C  to  foods 
which  do  not  normally  contain  signifi¬ 
cant  amounts  of  the  vitamin  is  not  a 
rational  supplementation  and  could  be 
counterproductive  from  the  standpoint 
of  nutrition  education. 

14.  Requests  were  received  from  two 
manufacturers  for  the  addition  of  vita¬ 
min  E  to  the  list  of  nutrients  for  which 
minimum  levels  are  established.  The 
rationale  for  this  omission  is  the  same 
as  for  the  omission  of  vitamin  C.  Al¬ 
though  some  foods  do  contain  the  vita¬ 
min  in  significant  amounts,  it  is  not 
generally  present  throughout  the  range 
of  vegetables  and  meat  products  with 


sufficient  uniformity  to  make  it  practical 
to  include  it.  Vitamin  E  would  have  to  be 
almost  universally  added,  which  as  noted 
above  is  not  a  rational  approach  to  either 
good  nutrition  or  nutrition  education. 

15.  Comments,  with  some  data,  re¬ 
quested  the  establishment  of  at  least 
tentative  levels  in  the  list  of  minimum 
nutrient  levels  for  pantothenic  acid,  vita¬ 
min  R,  and  vitamin  Bn..  These  three  nu¬ 
trients  have  been  added  to  the  table  with 
tentative  values  as  a  guide  to  manufac¬ 
turers.  Until  final  values  can  be  estab¬ 
lished,  frozen  dinners  will  not  be  required 
to  meet  these  levels  in  order  to  be  eligible 
for  use  of  the  guideline  statement;  how¬ 
ever,  any  designations  of  these  vitamins 
under  nutrition  labeling  must  be  factual. 

Although  a  number  of  nutrients  have 
been  excluded  from  the  list  of  required 
nutrients,  manufacturers  are  encouraged 
to  formulate  their  recipes  and  make 
component  selections  so  that,  whenever 
possible,  the  products  will  naturally  con¬ 
tain  as  much  of  all  essential  nutrients  as 
is  consistent  with  good  food  preparation. 
Although  these  other  nutrients  are  not 
included  in  the  guideline,  §  1.17  (21  CFR 

1.17)  prescribes  the  requirements  for 
their  inclusion  in  nutrition  labeling. 

16.  Industry  comments  were  directed 
primarily  toward  the  difficulty  of  meet¬ 
ing  all  of  the  minimum  nutrient  levels 
when  using  the  vegetable  selection  that 
they  have  found  to  have  the  widest  con¬ 
sumer  acceptability  compatible  with 
processing  technology.  The  purpose  of 
the  limitation  of  the  number  of  nutrient 
additions  was  to  make  it  virtually  obli¬ 
gatory  for  the  manufacturer  to  use  qual¬ 
ity  produce  and  process  it  in  a  manner 
which  would  retain  maximum  nutrient 
content.  The  two-nutrient  maximum  for 
supplementation  was  also  intended  to 
minimize  the  possibility  that  manufac¬ 
turers  might  use  nutrient  additions  to 
offset  poor  quality  produce  or  to  avoid 
good  quality  control  procedures.  One 
manufacturer  suggested  that  no  addi¬ 
tions  be  allowed  but  that  a  product  be 
acceptable  if  four  of  five  nutrients  meet 
the  guideline  minimums. 

The  Commissioner  recognizes  that  wide 
variations  in  nutrient  content  may  occur 
as  a  result  of  many  environmental  fac¬ 
tors  as  well  as  problems  of  processing. 
Therefore,  the  restriction  on  the  number 
of  discrete  nutrients  added  (Class  I  nu¬ 
trients  within  the  meaning  of  21  CFR 

1.17)  has  been  deleted,  but  the  level  to 
which  such  nutrients  may  be  added  has 
been  lowered  so  that  the  total  amount 
present  may  not  be  greater  than  150  per¬ 
cent  of  the  prescribed  minimum.  It  must 
be  emphasized  that  the  removal  of  the 
restriction  on  the  number  of  nutrients 
that  may  be  added  is  solely  for  the  pur¬ 
pose  of  offsetting  the  technological  and 
acceptability  limitations  inherent  in 
component  selection  and  is  not  a  sanc¬ 
tion  to  make  general  additions  of  nu¬ 
trients  for  the  purpose  of  assuring  com¬ 
pliance  with  the  guideline  without  ap¬ 
propriate  component  selection  and/or 
good  manufacturing  practices.  Nutrient 
addition  will  require  full  compliance 
with  the  labeling  provisions  in  §  1.17  (21 
CFR  1.17), 


17.  A  request  was  made  to  remove  the 
iodine  requirement  because  of  the  devel¬ 
opment  of  off-flavors  when  iodine  com¬ 
pounds  are  used  in  processed  foods.  The 
Commissioner  recognizes  that  this  can 
be  a  technological  problem  in  some  foods. 
However,  by  selecting  food  items  which 
are  sources  of  iodine  or  by  salting  with 
iodized  salt,  when  this  is  feasible,  frozen 
dinners  can  be  significant  sources  of  io¬ 
dine.  Iodine  has  been  deleted  from  the 
table  of  required  nutrients  but  the  regu¬ 
lation  recognizes  the  desirability,  in  the 
interest  of  consumers,  of  having  frozen 
dinners  provide  a  significant  quantity  of 
iodine  to  the  daily  diet. 

18.  A  request  was  made  to  use  only  a 
free  niacin  value  for  the  minimum  re¬ 
quirements  rather  than  the  total  equiv¬ 
alent  niacin.  This  change  is  acceptable 
since  the  recommendation  was  based 
upon  niacin  data  and  does  not  include  a 
“niacin  equivalent”  from  the  protein. 
Therefore,  the  reference  to  “niacin 
equivalent”  has  been  deleted. 

19.  Several  letters  requested  that  the 
guideline  require  on  the  label  an  open 
date  showing  the  date  of  manufacture. 
Although  open  dating  is  certainly  desir¬ 
able  for  many  products,  it  would  not 
necessarily  contribute  toward  an  im¬ 
proved  nutritional  value  for  these  frozen 
products  since  the  nutrients  are  stable  if 
the  products  have  been  properly  stored. 

20.  Questions  were  raised  by  both  con¬ 
sumers  and  manufacturers  with  respect 
to  limitations  on  the  use  of  sauces,  grav¬ 
ies,  etc.  It  is  the  opinion  of  the  Com¬ 
missioner  that  the  use  of  the  minimum 
nutrients  levels  per  100  calories  will  ef¬ 
fectively  preclude  the  use  of  excessive 
amounts  of  these  components. 

21.  The  question  of  the  application  of 
the  guiedline  to  children’s  dinners  has 
been  considered.  The  language  of  the 
guideline  as  set  forth  below  gives  suffi¬ 
cient  latitude  to  the  selection  of  the  com¬ 
ponents  so  that  these  dinners  can  be 
included.  There  is  no  justification  for 
this  subclass  of  frozen  convenience  din¬ 
ners  to  be  of  lower  nutritional  quality. 

22.  A  number  of  requests  were  made  to 
establish  a  section  concerned  with  meth¬ 
odology  for  the  analytical  determinations 
needed.  The  methodology  used  shall  be 
that  prescribed  by  §  1.17(e)  (21  CFR 

1.17)  of  this  chapter. 

23.  Numerous  questions  have  arisen 
about  potential  overfortiflcation  of  foods, 
particularly  as  a  result  of  nutrition  label¬ 
ing  (21  CFR  1.17),  which  could  induce 
food  manufacturers  to  add  nutrients  to 
their  products  for  promotional  purposes. 
One  purpose  of  a  nutritional  guideline 
is  to  establish  an  appropriate  level  or 
range  of  nutrients  which  should  be  pres¬ 
ent  in  the  food,  in  accordance  with  sound 
nutritional  principles.  Not  every  food  is 
an  appropriate  carrier  for  every  nutrient, 
and  indeed  unwarranted  fortification  of 
numerous  foods  could  create  a  serious 
public  health  problem  and  would  un¬ 
questionably  mislead  consumers  into  be¬ 
lieving  that  such  fortification  is  neces¬ 
sary  or  appropriate. 

A  provision  has  therefore  been  added 
to  the  regulation  which  specifically 
states  that  fortification  with  any  discrete 
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nutrient  for  which  no  minimum  nutrient 
level  or  nutrient  range  or  other  allow¬ 
ance  is  provided  for  in  the  guideline,  will 
result  in  the  product  being  deemed  to  be 
misbranded  under  sections  201  (n)  and 
403(a)  of  the  act  unless  a  prominent  and 
conspicuous  statement  on  the  principal 
display  panel  of  the  label  and  in  all  label¬ 
ing  discloses  that  the  nutrient  fortifica¬ 
tion  has  been  determined  to  be  unneces¬ 
sary  and  inappropriate  for  this  food  by 
the  U.S.  Government.  Without  such  a 
disclosure,  consumers  would  erroneously 
conclude  that  such  fortification  in¬ 
creased  the  dietary  value  of  the  product. 
In  any  event,  when  nutrients  for  which 
minimums  are  prescribed  by  the  nutri¬ 
tional  quality  guideline  are  added,  and 
such  addition  results  in  a  nutrient  level 
between  50  percent  and  150  percent  of 
the  Recommended  Daily  Allowance 
(RDA) ,  the  food  must  comply  with  §  80.1 
(21  CFR  80.1  published  January  19,  1973, 
at  38  PR. 2152)  and  a  nutrient  level  over 
150  percent  of  the  RDA  results  in  the 
product  being  a  drug. 

The  Commissioner  believes  that  this 
enforcement  mechanism  will  only  sel¬ 
dom,  if  ever,  be  used.  It  is  in  the  interests 
of  food  manufacturers  as  well  as  the 
public  generally  to  make  the  concept  of 
nutritional  guidelines  work.  The  Com¬ 
missioner  has  concluded  that  a _ 

- flexible 

guideline,  which  can  be  changed  rela¬ 
tively  rapidly,  is  preferable  to  handling 
this  matter  by  a  more  rigid  standard  of 
identity.  Accordingly,  the  Commissioner 
has  tentatively  concluded  that  nutri¬ 
tional  guidelines  should  replace  the  at¬ 
tempt  to  standardize  all  fortified  foods 
under  $  80.2  (21  CFR  80.2,  stayed)  (see 
paragraph  10  under  “History,”  Federal 
Register  of  January  19,  1973  (38  FR 
2153) ).  Whether  this  is  possible  will  de¬ 
pend  upon  the  food  industry  use  of  an 
approach  to  nutritional  guidelines. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food.  Drug,  and  Cosmetic 
Act  (secs.  201,  403,  701(a),  52  Stat.  1040- 
1042,  as  amended,  1047-1048.  as  amended, 
1055;  21  U.S.C.  321,  343,  371(a)),  and 
under  authority  delegated  to  him  (21 
CFR  2.120),  the  Commissioner  of  Food 
and  Drugs  amends  Chapter  I  of  Title 
21  of  the  Code  of  Federal  Regulations  by 
adding  a  new  Part  100,  to  consist  at 
this  time  of  the  following  subparts  and 
sections : 

Subpart  A — General 

Sec. 

100.1  General  principles. 

100.2  Petitions. 

Subpart  B — Nutritional  Quality  Guidelines 

100.5  Frozen  “heat  and  serve”  dinner. 

Authority  :  Federal  Food,  Drug,  and  Cos¬ 
metic  Act  (secs.  201,  403,  701(a),  62  Stat. 
1040-1042,  as  amended,  1047-1048,  as 
amended,  1055;  21  U.S.C.  321,  343,  371(a)); 
and  authority  delegated  to  Commissioner  (21 
CFR  2.120). 

Subpart  A — General 
§  100.1  General  principles. 

(a)  A  nutritional  quality  guideline  pre¬ 
scribes  the  minimum  level  or  range  of 
nutrient  composition  (nutritional  qual¬ 
ity)  appropriate  for  a  given  class  of  food. 


(b)  Labeling  for  a  product  which  com¬ 
plies  with  all  of  the  requirements  of  the 
nutritional  quality  guideline  established 
for  its  class  of  food  may  state  “This 
product  provides  nutrients  in  amounts 
appropriate  for  this  class  of  food  as 
determined  by  the  U.S.  Government,” 
except  that  the  words  “this  product”  are 
optional.  This  statement,  if  used,  shall  be 
printed  on  the  principal  display  panel, 
and  may  also  be  printed  on  the  informa¬ 
tion  panel,  in  letters  not  larger  than 
twice  the  size  of  the  minimum  type  re¬ 
quired  for  the  declaration  of  net  quan¬ 
tity  of  contents  by  §  1.8b  of  this  chapter. 
Labeling  of  noncomplying  products  may 
not  include  any  such  statement  or  other¬ 
wise  represent,  suggest,  or  imply  the 
product  as  being,  in  whole  or  in  part,  in 
compliance  with  a  guideline. 

(c)  A  product  bearing  the  statement 
provided  for  in  paragraph  (b)  of  this 
section,  in  addition  to  meeting  the  re¬ 
quirements  of  the  applicable  nutritional 
quality  guideline,  shall  comply  with  the 
following  requirements: 

(1)  The  label  of  the  product  shall  bear 
the  common  or  usual  name  of  the  food 
in  accordance  with  the  provisions  of  the 
guideline  and  §§1.8  and  102.1  of  this 
chapter. 

(2)  The  label  of  the  product  shall  bear 
nutrition  labeling  in  accordance  with 
§§  1.8d  and  1.17  of  this  chapter  and  all 
other  labeling  required  by  applicable  sec¬ 
tions  of  Part  1  of  this  chapter. 

(d)  No  claim  or  statement  may  be 
made  on  the  label  or  in  labeling  rep¬ 
resenting,  suggesting,  or  implying  any 
nutritional  or  other  differences  between 
a  product  to  which  nutrient  addition  has 
or  has  not  been  made  in  order  to  meet 
the  guideline,  except  that  a  nutrient  ad¬ 
dition  shall  be  declared  in  the  ingredi¬ 
ent  statement. 

(e)  Compliance  with  a  nutrient  level 
specified  in  a  nutritional  quality  guide¬ 
line  shall  be  determined  by  the  proce¬ 
dures  and  requirements  established  in 
§  1.17(e)  of  this  chapter. 

(f)  A  product  within  a  class  of  food 

for  which  a  nutritional  quality  guide¬ 
line  has  been  established  and  to  which 
has  been  added  a  discrete  nutrient  either 
for  which  no  minimum  nutrient  level 
or  nutrient  range  or  other  allowance  has 
been  established  as  appropriate  in  the 
nutritional  quality  guideline,  or  at  a  level 
that  exceeds  any  maximum  established 
as  appropriate  in  the  guideline,  shall  be 
ineligible  to  bear  the  guideline  statement 
provided  for  in  paragraph  (b) ,  and  such 
a  product  shall  also  be  deemed  to  be  mis¬ 
branded  under  the  act  unless  the  label 
and  all  labeling  bears  the  following 
prominent  and  conspicuous  statement: 
“The  addition  of - to  (or  “The  addi¬ 
tion  of  -  at  the  level  contained  in) 

this  product  has  been  determined  by  the 
U.S.  Government  to  be  unnecessary  and 
inappropriate  and  does  not  increase  the 
dietary  value  of  the  food,”  the  blank  to 
be  filled  in  with  the  common  or  usual 
name  of  the  nutrient(s)  involved. 

§  100.2  Petition  a. 

The  Commissioner  of  Food  and  Drugs, 
on  his  own  Initiative,  on  the  advice  of 


the  National  Academy  of  Sciences  and/ 
or  other  experts,  or  on  behalf  of  any  in¬ 
terested  person  who  has  submitted  a 
petition,  may  publish  a  proposal  to  es¬ 
tablish  or  amend,  a  regulation  prescrib¬ 
ing  a  nutritional  quality  guideline  for 
a  class  of  foods.  Any  such  petition  shall 
include  an  adequate  factual  basis  to  sup¬ 
port  the  petition  in  the  form  set  forth 
in  §  2.65  of  this  chapter  and  will  be 
published  for  comment  if  it  contains 
reasonable  grounds  for  the  proposed 
guideline. 

Subpart  B — Nutritional  Quality  Guidelines 
§  100.5  Frozen  “heal  and  serve”  dinner. 

(a)  A  product,  for  which  a  common  or 
usual  name  is  established  in  §  102.11  of 
this  chapter,  in  order  to  be  eligible  to 
bear  the  guideline  statement  set  forth 
at  §  100.1(b),  shall  contain  at  least  the 
following  three  components: 

(1)  One  or  more  sources  of  protein 
derived  from  meat,  poultry,  fish,  cheese, 
or  eggs. 

(2)  One  or  more  vegetables  or  vege¬ 
table  mixtures  other  than  potatoes,  rice, 
or  cereal-based  product. 

(3)  Potatoes,  rice,  or  cereal-based 
product  (other  than  bread  or  rolls)  or 
another  vegetable  or  vegetable  mixture. 

(b)  The  three  or  more  components 
named  in  paragraph  (a)  of  this  section, 
including  their  sauces,  gravies,  bread¬ 
ing,  etc.: 

(1)  Shall  contribute  not  less  than  the 
minimum  levels  of  nutrients  prescribed 
in  paragraph  (d)  of  this  section. 

(2)  Shall  be  selected  so  that  one  or 
more  of  the  listed  protein  sources  of 
paragraph  (a)(1)  of  this  section,  ex¬ 
cluding  their  sauces,  gravies,  breading, 
etc.,  shall  provide  not  less  than  70  per¬ 
cent  of  the  total  protein  supplied  by  the 
components  named  in  paragraph  (a)  of 
this  section. 

(c)  If  it  is  necessary  to  add  any  nu¬ 
trient  (s)  in  order  to  meet  the  minimum 
nutrient  levels  prescribed  in  paragraph 

(d)  of  this  section,  the  addition  of  each 
such  nutrient  may  not  result  in  a  total 
nutrient  level  exceeding  150  percent 
of  the  minimum  level  prescribed.  Nu¬ 
trients  used  for  such  addition  shall  be 
biologically  available  in  the  final  product. 

(d)  Minimum  levels  of  nutrients  for  a 
frozen  “heat  and  serve”  dinner  are  as 
follows: 


Minimum  levels  for  frozen  "beat 
and  serve”  dinner— 


Nutrient 

for  each  100 
Calories  (kcal) 
of  the  total 
components 
specified  in 
paragraph  (a) 

for  the  total 
components 
specified  in 
paragraph  (a) 

Protein,  grams . 

4.60 

16.0 

Vitamin  A,  1U . 

160.  00 

620.0 

Thiamine,  mg . 

0.06 

0.2 

Riboflavin,  mg . 

0.06 

62 

Niacin,  mg . 

Pantothenic  acid, 

0.99 

3.4 

mg . 

0.32 

1.1 

Vitamin,  Be,  mg... 

0. 16 

0.6 

Vitamin,  Bo,  meg.. 

0.33 

1.  1 

Iron,  mg . . 

0.62 

2.2 

(1)  A  frozen  “heat  and  serve”  dinner 
prepared  from  conventional  food  in- 
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gradients  listed  In  paragraph  (a)  of  this 
section  will  also  contain  folic  acid,  mag¬ 
nesium.  iodine,  calcium,  and  zinc.  Mini¬ 
mum  levels  for  these  nutrients  cannot  be 
established  at  the  present  time  but  may 
be  specified  as  additional  data  are 
obtained. 

(2)  The  minimum  levels  for  panto¬ 
thenic  acid,  vitamin  B-6,  and  vitamin 
B-12  are  tentative.  Final  levels  will  be 
established  when  sufficient  data  are 
available.  Until  final  levels  are  estab¬ 
lished,  a  product  containing  less  than 
the  tentative  levels  will  not  be  deemed 
to  be  misbranded  when  labeled  in  ac¬ 
cordance  with  §  100.1(b). 

(3)  When  technologically  practicable 
iodized  salt  shall  be  used  or  iodine  shall 
be  present  at  a  level  equivalent  to  that 


.  •  13— Ft.  XX 


which  would  be  present  if  Iodized  salt 
were  used  in  the  manufacture  of  the 
product. 

(4)  When  technologically  practicable, 
product  components  and  ingredients 
shall  be  selected  to  obtain  the  desirable 
calcium  to  phosphorous  ratio  of  1:1. 
Technological  addition  of  phosphates 
shall  be  minimized  and  shall  not  ex¬ 
ceed  the  amount  necessary  for  the  in¬ 
tended  effect. 

(e)  If  the  product  includes  servings 
of  food  which  are  not  prescribed  by 
paragraph  (a)  of  this  section  (e.g.,  soup, 
bread  or  rolls,  beverage,  or  dessert), 
their  contribution  shall  not  be  consid¬ 
ered  in  determining  compliance  with  the 
nutrient  levels  established  in  paragraph 
(d)  of  this  section  but  shall  be  included 
in  any  nutrition  labeling. 


(f)  For  the  purposes  of  labeling,  an 
“average  serving”  shall  be  one  entire 
frozen  “heat  and  serve”  dinner. 

Effective  date.  Subpart  A  shall  be¬ 
come  effective  on  March  14,  1973.  All 
labeling  ordered  for  products  subject  to 
§  100.5  after  December  31,  1973,  and  all 
labeling  used  for  such  products  shipped 
in  interstate  commerce  after  Decem¬ 
ber  31,  1974,  shall  comply  with  §  100.5 
(21  CFR  100.5). 

(Secs.  201,  403,  701(a),  52  Stat.  1040-1042,  as 
amended,  1047-1048,  as  amended,  1055;  21 
U.S.C.  321.343.371(a)) 

Dated:  March  5, 1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

[FR  Doc.73-4675  Filed  3-13-73,845  am] 
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PROPOSED  RULE  MAKING 


DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 
Food  and  Drug  Administration 
[  21  CFR  Part  102  ] 

NONCARBONATED  BEVERAGES  CONTAIN¬ 
ING  NO  FRUIT  OR  VEGETABLE  JUICE 

Proposed  Label  Statement  of  No  Juice 
Content 

In  the  Federal  Register  of  March  11, 
1972  (37  FR  5224),  the  Commissioner  of 
Food  and  Drugs  noted  the  need  to  regu¬ 
late  the  labeling  of  beverage  products 
that  contain  no  orange  juice  but  that 
have  the  appearance  of  containing  orange 
juice.  The  Commissioner  stated  that  he 
was  preparing  a  document  which  would 
require  manufacturers  of  such  beverages 
to  declare  on  the  principal  display  panel 
that  the  product  contains  no  orange 
juice. 

The  Commissioner  concludes  that  the 
lack  of  fruit  or  vegetable  juice  in  other 
noncarbonated  beverages  is  also  a  ma¬ 
terial  fact  which  requires  disclosure 
when  the  labeling  or  the  taste  and  ap¬ 
pearance  of  the  beverage  represents,  sug¬ 
gests,  or  implies  that  such  an  ingredient 
may  be  present.  This  is  true  both  for  bev¬ 
erages  whose  color  and  flavor  give  the 
impression  of  fruit  or  vegetable  juice 
content  and  where  the  label  bears  the 
name  or  a  variation  of  the  name  or  any 
pictorial  representation  of  any  friut  or 
vegetable.  Consumer  confusion  and  de¬ 
ception  resulting  from  the  labeling  of 
such  beverages  can  be  remedied  by  the 
adoption  of  an  informative  common  or 
usual  name.  Accordingly,  the  Commis¬ 
sioner  has  concluded  that  it  is  appropri¬ 
ate  to  propose  the  establishment  of  a 
common  or  usual  name  for  these  prod¬ 
ucts  pursuant  to  the  new  Part  102  pub¬ 
lished  elsewhere  in  this  issue  of  the 
Federal  Register. 

The  establishment  of  a  common  or 
usual  name  for  this  class  of  foods  is  in 
addition  to  the  other  labeling  require¬ 
ments  established  under  21  CFR  Part  1. 
In  particular,  the  requirements  with  re¬ 
spect  to  the  label  declaration  of  flavor, 
proposed  in  the  Federal  Register  of  Jan¬ 
uary  19,  1973  (38  FR  2139)  would  also 
be  applicable. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  20(n),  403,  701(a),  52  Stat. 
1041,  as  amended.  1047-1048,  as  amended, 
1055;  21  U.S.C.  321(n),  343,  371(a))  and 
under  authority  delegated  to  the  Com¬ 
missioner  (21  CFR  2.120),  it  is  proposed 
that  a  new  section  be  added  to  Part  102, 
as  follows: 

§  102.10  Non-rarbonatod  beverage  prod* 
ucts  rontaining  no  fruit  or  vegetable 
juice. 

(a)  The  common  or  usual  name  of 
noncarbonated  beverage  products  (in¬ 
cluding  a  concentrated,  dehydrated, 
powdered,  or  other  counterpart)  con¬ 
taining  no  fruit  or  vegetable  juice  shall 
Include  the  following: 

(1)  A  descriptive  name  for  the  prod¬ 
uct  meeting  the  requirements  of  §  102.1 
(a)  and; 


(2)  When  the  labeling  or  the  color 
and  flavor  of  the  beverage  represents, 
suggests,  or  Implies  that  any  fruit  or 
vegetable  juice  may  be  present  (e.g.,  the 
product  label  bears  the  name  or  a  varia¬ 
tion  of  the  name  or  any  pictorial  rep¬ 
resentation  of  any  fruit  or  vegetable,  or 
the  product  contains  color  and  flavor 
which  give  the  beverage  the  appearance 
and  taste  of  containing  a  fruit  or  vege¬ 
table  juice)  the  statement  “Containing 

(or  contains)  no _ juice”,  or  “no 

_ juice”,  or  “does  not  contain 

_ juice”,  the  blank  to  be  filled 

in  with  the  name  of  the  fruit (s)  or  vege¬ 
table  (s)  represented,  suggested,  or  im¬ 
plied,  in  the  manner  set  forth  in  §  102.1 
(c).  If  a  nonspecific  fruit  or  vegetable 
juice  content  is  represented,  suggested,  or 
implied,  the  blank  shall  be  filled  in  with 
the  word  “fruit”  or  “vegetable”  as  ap¬ 
plicable. 

Interested  persons  may.  on  or  before 
May  14,  1973,  file  with  the  Hearing  Clerk, 
Department  of  Health,  Education,  and 
Welfare,  Room  6-88,  5600  Fishers  Lane, 
Rockville,  MD  20852,  written  comments 
(preferably  in  quintuplicate)  regarding 
this  proposal.  Comments  may  be  ac¬ 
companied  by  a  memorandum  or  brief  in 
support  thereof.  Received  comments  may 
be  seen  in  the  above  office  during  work¬ 
ing  hours,  Monday  through  Friday. 

Dated:  March  5,  1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

[FR  Doc.73-4676  Filed  3-13-73,8:45  am] 


[  21  CFR  Part  102  ] 

FROZEN  "HEAT  AND  SERVE”  DINNERS 

Proposal  Regarding  Common  or  Usual 
Name 

Elsewhere  in  this  issue  of  the  Federal 
Register,  the  Commissioner  of  Food  and 
Drugs  is  establishing  a  nutritional  quality 
guideline  for  frozen  “heat  and  serve” 
dinners.  The  comments  received  from 
both  consumer  and  industry  representa¬ 
tives  on  the  proposed  regulation  pub¬ 
lished  in  the  Federal  Register  of  Decem¬ 
ber  23,  1971  (36  FR  24822)  clearly  dem¬ 
onstrated  the  need  to  establish  a  uni¬ 
form  and  informative  common  or  usual 
name  for  the  product.  Indeed,  the  only 
substantial  concern  raised  in  the  com¬ 
ments  related  to  the  inappropriateness 
of  the  term  “dinner”  when  applied  with¬ 
out  qualification  or  explanation  to  a  wide 
variety  of  products,  some  providing  only 
part  of  a  meal  and  others  providing  a 
full  meal.  In  order  to  distinguish  between 
the  various  types  of  frozen  dinners  avail¬ 
able,  it  is  proposed  that  the  name  of  the 
food  include  the  major  components  of 
the  product,  and  a  statement  that  other 
components  must  be  added  to  complete 
a  meal  where  that  is  the  situation. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201  (n),  403,  701(a),  52  Stat. 
1041,  as  amended,  1047-1048,  as  amended, 
1055;  21  U.S.C.  321(n),  343,  371(a)),  and 
under  authority  delegated  to  the  Com¬ 


missioner  of  Food  and  Drugs  (21  CFR 
2.120),  it  is  proposed  that  a  new  section 
be  added  to  Part  102,  as  follows: 

§  102.11  Frozen  "heal  and  serve” 
dinner. 

(a)  A  frozen  “heat  and  serve"  dinner: 

(1)  Shall  contain  at  least  three  sep¬ 
arate  and  different  dishes  (recipes) ,  each 
of  which  shall  consist  of  one  or  more  of 
the  following:  meat,  poultry,  fish,  cheese, 
eggs,  vegetables,  potatoes,  rice,  or  other 
cereal  based  products  (other  than  bread 
or  rolls). 

(2)  May  also  contain  other  servings  of 
food  (e.g.,  soup,  bread  or  rolls,  beverage, 
or  dessert) . 

(b)  The  common  or  usual  name  of  the 
food  consists  of  all  of  the  following: 

(1)  The  phrase  “frozen  ‘heat  and  serve’ 
dinner”,  except  that  “heat  and  serve”  is 
optional. 

(2)  The  phrase  “containing  (or  con¬ 
tains)  _ ”,  the  blank  to  be  filled 

in  with  an  accurate  description  of  each 
of  the  three  or  more  dish  components 
listed  in  paragraph  (a)  of  this  section 
in  their  order  of  descending  predomi¬ 
nance  by  weight  (e.g.,  meat,  mashed  po¬ 
tatoes,  and  peas),  followed  by  any  of  the 
other  servings  specified  in  paragraph 

(a)  (2)  of  this  section  contained  in  the 
package  (e.g.,  onion  soup,  enriched  white 
bread,  and  artificially  flavored  vanilla 
pudding)  in  their  order  of  descending 
predominance  by  weight.  This  part  of 
the  name  shall  be  placed  immediately 
following  the  part  specified  in  paragraph 

(b) (1)  of  this  section  in  the  manner  set 
forth  in  §  102.1(c)(3). 

(3)  If  the  package  contains  less  than 
two  of  the  other  servings  set  forth  in  par¬ 
agraph  (a)  (2)  of  this  section,  the  phrase 

“other  foods  such  as _ 

should  be  consumed  with  this  product 
to  obtain  a  complete  meal,”  the  blank  to 
be  filled  in  with  each  of  the  servings  set 
forth  in  paragraph  (a)(2)  of  this  sec¬ 
tion  (i.e.,  soup,  bread  or  rolls,  beverage, 
or  dessert)  not  contained  in  the  package. 
This  part  of  the  name  shall  be  placed 
immediately  following  the  parts  specified 
in  paragraph  (b)  (1)  and  (2)  of  this 
section  and  in  letters  half  the  size  used 
for  the  part  of  the  name  specified  in 
paragraph  (b)  (2)  of  this  section  but  in 
no  event  less  than  the  size  specified  in 
5  102.1(b) (2)  (i). 

Interested  persons  may,  on  or  before 
May  14, 1973,  file  with  the  Hearing  Clerk, 
Department  of  Health,  Education,  and 
Welfare,  Room  6-88,  5600  Fishers  Lane, 
Rockville,  MD  20852,  written  comments 
(preferably  in  quintuplicate)  regarding 
this  proposal.  Comments  may  be  accom¬ 
panied  by  a  memorandum  or  brief  in  sup¬ 
port  thereof.  Received  comments  may  be 
seen  in  the  above  office  during  working 
hours,  Monday  through  Friday. 

Dated:  March  5, 1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

[FR  Doc.73-4677  Filed  3-l3-73;8:45  am] 
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PROPOSED  RULE  MAKING 


[21  CFR  Part  102] 

FOODS  PACKAGED  FOR  USE  IN  PREP¬ 
ARATION  OF  “DISHES"  OR  "DINNERS" 

Common  or  Usual  Name 

Many  new  convenience  foods  have  ap¬ 
peared  on  the  market  that  are  designed 
to  be  used  in  preparing  “main  dishes”, 
“dinners”,  or  other  such  food  servings.  In 
many  cases,  meat  or  other  valuable  char¬ 
acterizing  ingredients  or  components 
necessary  for  preparation  of  the  dish  or 
dinner  are  not  included  in  the  package 
and  must  be  purchased  separately.  The 
labeling  of  such  food  products  readily 
lends  itself  to  representations  that  may 
mislead  the  consumer  Into  thinking  that 
all  of  the  significant  characterizing  in¬ 
gredients  or  components  necessary  for 
the  preparation  of  the  dish  or  dinner  are 
contained  in  the  package. 

The  Food  and  Drug  Administration 
has  initiated  legal  actions  charging  mis¬ 
branding  of  certain  foods  packaged  in 
this  manner.  Such  misbranding  has  usu¬ 
ally  resulted  where  the  product  was 
Intended  for  use  in  the  preparation  of  a 
meat  main  dish  and  the  meat  was  the 
omitted  characterizing  ingredient.  La¬ 
bels  of  these  packages  emphasized  the 
name  of  the  important  missing  charac¬ 
terizing  ingredient,  or  a  vignette  on  the 
label  depicted  the  missing  ingredient, 
and  the  package  failed  to  bear  a  common 
or  usual  name  sufficiently  informative 
to  make  the  consumer  aware  of  the  iden¬ 
tity  of  the  product  and  the  fact  that  the 
package  did  not  contain  the  important 
missing  characterizing  ingredient. 

A  food  is  misbranded  when  the  label 
emphasizes  any  valuable  missing  char¬ 
acterizing  ingredient  or  component  in  a 
misleading  manner.  For  example,  the 
package  may  bear  a  brand  name  or 
statement  that  includes  the  name  or  im¬ 
plies  the  presence  of  an  important  miss¬ 
ing  characterizing  ingredient  (e.g., 
“Chicken  Dinner”,  “Chili  Con  Carne”, 
“Pepper  Steak”).  These  words  are  often 
given  undue  emphasis  by  being  printed 
in  larger  type  size  or  with  greater  prom¬ 
inence  than  the  food  ingredients  or  com¬ 
ponents  that  are  in  fact  furnished  in  the 
package.  Taken  together,  this  manner  of 
presenting  the  label  information  Implies 
that  the  package  contains  the  important 
missing  ingredient  or  component,  such 
as  chicken  or  meat,  and  that  all  the  In¬ 
gredients  or  components  for  the  prep¬ 
aration  of  the  final  food  serving  are  in¬ 
cluded  in  the  package. 


The  Commissioner  of  Food  and  Drugs 
is  promulgating  elsewhere  in  this  issue  of 
the  Federal  Register  a  final  regulation 
establishing  a  new  Part  102  under  which 
the  common  or  usual  name  of  foods  may 
be  established  by  regulation.  Section 
102.1(a)  requires  that  the  common  or 
usual  name  of  a  food  “shall  accurately 
identify  or  describe,  in  as  simple  and 
direct  terms  as  possible,  the  basic  nature 
of  the  food  or  its  characterizing  prop¬ 
erties  or  ingredients.”  The  Commissioner 
may,  pursuant  to  this  new  part,  desig¬ 
nate  a  common  or  usual  name  for  a  food 
to  prevent  consumer  confusion  and  de¬ 
ception. 

The  Commissioner  has  concluded  that 
the  confusion  and  deception  resulting 
from  the  present  labeling  of  foods  pack¬ 
aged  for  use  in  the  preparation  of  dishes 
or  dinners  can  readily  be  remedied  by 
adoption  of  an  informative  common  or 
usual  name  for  these  products.  Such  a 
name  must  clearly  state  the  essential 
components  (which  may  be  a  combina¬ 
tion  of  ingredients)  contained  in  the 
package  and  the  important  characteriz¬ 
ing  ingredients  or  components  which 
must  be  provided  by  the  consumer  in 
making  the  final  product.  Accordingly, 
the  Commissioner  has  concluded  that  it 
is  appropriate  to  propose  the  establish¬ 
ment  of  a  common  or  usual  name  for 
these  products  pursuant  to  new  Part  102. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201  (n),  403,  701(a),  52  Stat. 
1041,  as  amended  1047-1048,  as  amended, 
1055;  21  U.S.C.  321  <n>,  343.  371(a))  and 
under  authority  delegated  to  the  Com¬ 
missioner  (21  CFR  2.120),  it  is  proposed 
that  a  new  section  be  added  to  Part  102, 
as  follows; 

§  102.12  Foods  packaged  for  use  in  the 
preparation  of  “dishes"  or  “dinners”. 

(a)  The  common  or  usual  name  of  a 
packaged  food  which  is  represented  on 
the  principal  display  panel  by  word  or 
vignette  to  be  used  in  the  preparation  of 
a  “dish”,  “dinner”,  or  other  food  serv¬ 
ing.  and  to  which  some  other  important 
characterizing  ingredient(s)  or  compo¬ 
nent  (s)  not  present  in  the  package  must 
be  added,  consists  of  all  of  the  following: 

( 1 )  The  common  or  usual  name  of  each 
important  ingredient  or  component  in 
the  package,  in  descending  order  of  pre¬ 
dominance  by  weight. 

(2)  An  appropriate  informative  state¬ 
ment  identifying  the  food  to  be  pre- 
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pared  by  use  of  the  package  contents 
(e.g.,  “for  preparation  of  chicken  cas¬ 
serole”)  . 

(3)  An  appropriate  informative  state¬ 
ment  that  additional  ingredient (s)  or 
component (s)  must  be  added  and  which 
names  the  additional  ingredient  (s)  or 

component(s)  (e.g.,  “you  must  add _ 

_ to  complete  the  recipe,”  the 

blank  to  be  filled  in  with  the  name(s) 
of  the  ingredient's)  or  component (s) 
that  must  be  added) . 

(b)  The  labeling  required  by  para¬ 
graph  (a)  of  this  section  shall  appear  on 
the  principal  display  panel,  and 

( 1 )  No  word  in  the  statement  required 
by  paragraph  (a>  (2)  of  this  section  shall 
appear  on  the  principal  display  panel 
more  conspicuously  or  in  larger  type  than 
the  smallest  and  least  conspicuous  type 
employed  on  the  panel  for  any  word, 
phrase  or  statement  within  the  scope  of 
paragraph  (a)  (1) . 

(2)  Any  word  in  the  statement  re¬ 
quired  by  paragraph  (a)(3)  of  this  sec¬ 
tion  shall  appear  in  the  manner  set  forth 
in  §  102.1(c)  (3). 

(c)  Any  vignette  which  shows  any  food 
or  characterizing  ingredient(s)  or  com¬ 
ponent  (s)  not  included  in  the  package 
shall  be  accompanied  either  by  the  state¬ 
ment  required  by  paragraph  (a)(3)  of 
this  section  or  by  a  separate  statement 
specifying  the  food  or  characterizing  in¬ 
gredients)  or  component(s)  shown  in 
the  vignette  but  not  included  in  the 
package. 

(d)  If  the  statement  specified  in  para¬ 
graph  (a)  (2)  of  this  section  is  used  on 
any  label  panel  in  addition  to  the  prin¬ 
cipal  display  panel,  the  complete  com¬ 
mon  or  usual  name  shall  appear  on  such 
panel  in  the  manner  specified  in  para¬ 
graph  (b)  of  this  section. 

Interested  persons  may,  on  or  before 
May  14,  1973,  file  with  the  Hearing 
Clerk,  Department  of  Health,  Education, 
and  Welfare,  Room  6-88,  5600  Fishers 
Lane,  Rockville,  MD  20852,  written  com¬ 
ments  (preferably  in  quintuplicate) 
regarding  this  proposal.  Comments  may 
be  accompanied  by  a  memorandum  or 
brief  in  support  thereof.  Received  com¬ 
ments  may  be  seen  in  the  above  office 
during  working  hours,  Monday  through 
Friday. 

Dated:  March  5,  1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

[FR  Doc.73-4678  Filed  3-13-73:8:45  am] 
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